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1. Management and Organization

Agency policy initiated by the Administrator in memoranda of May 30, 1979 and June 14, 1979
requires participation in a centrally-managed Quality Assurance (QA) program by all Environmental Protection
Agency (EPA) Laboratories, Program Offices, Regional Offices, and by those monitoring and measurement
efforts supported or mandated through contracts, regulations, or other formalized agreements. The Agency's
policy and program requirements to implement the mandatory QA program are contained in EPA Order 5360.1.

The Office of Research and Development (ORD) is responsible for devel oping, coordinating, and
directing implementation of the Agency QA Program. The ORD has delegated this responsibility to its QA
Division (QAD) in the National Center for Extramural Research and Quality Assurance.

In order to document the adherence to EPA Order 5360.1, EPA requires each organizational unit to
develop a Quality Management Plan (QMP) per the specificationsin  EPA Requirements for Quality
Management Plans, EPA QA R-2 Interim Final, August 1994. The QMP isaformal document describing the
management policies, objectives, principles, organizational authority, responsibilities, accountability, and
implementation plan of an agency, organization, or laboratory for ensuring quality in its products and utility to
its users.

To implement Agency policy, EPA Laboratories, Program Offices, and Regional Offices are required to
prepare a Quality Management Plan (QMP) covering all intramural and extramural monitoring and measurement
activities that generate and process environmental datafor Agency use. This document contains the Office of
Air Quality Planning and Standards (OAQPS) QMP, which delineates the policy and management structure to
be used in implementing the Agency QA program and the requirements for preparing individual QA project
plans.

The purpose of this management plan is to establish a centralized QA program for OAQPS consistent
with QA policies and procedures established by the Agency, whose goal is to ensure that data generated by or
for OAQPS are of known and acceptable quality.

1.1 QA Policy Statement

Itisthe policy of OAQPS that within the constraints of available resources, QA activities shall be
conducted to assure environmental data generated, processed, or used for its program requirements will be of
known quality and will achieve prescribed data quality objectives. Furthermore, the data will be adeguate and
sufficient for their intended use.

To ensure that this QA policy is uniformly applied to the generation and processing of OAQPS
environmental measurements, the OAQPS QA Manager shall be delegated the authority and responsibility for
the OAQPS QMP. The authority coversintramural and extramural environmental data collection and processing
as aresult of:

a. OAQPS in-house environmental measurement activity

b. Contracts and Interagency Agreements

c. Grants and Cooperative Agreements

d. Partnerships with Industry, state and local offices, and Regional Offices

An EDO isdefined as “work performed to obtain, use, or report information pertaining to
environmental processes and conditions,” as defined by The American National Standard-Specifications and
Guidelines for Environmental Data Collection and Environmental Technology Programs (ANSI/ASQC-E4-
1994). EPA is adopting much of this QA standard in its revised EPA Order 5360.1
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1.2 Organization Chart

OAQPS s organized into four Divisions: Emissions, Monitoring, and Analysis Division (EMAD);
Emission Standards Division (ESD); Air Quality Strategies & Standards Division (AQSSD); and Information
Transfer & Program Integration Division (ITPID). This QMP reflects OAQPS as described in Figure 1.1. The
OAQPS will have a QA Manager and each Division will have at least one Deputy QA Officer.

1.2.1 Office of Air Quality Planning and Standards

OAQPS isthe organization charged under the authority of the Clean Air Act (CAA) to protect and
enhance the quality of the nation’s air resources. OAQPS sets standards for pollutants considered harmful to
public health or welfare and, in cooperation with EPA’s regional offices and the states, enforces compliance
with the standards through State Implementation Plans and regulations (MACT, NSPS, etc.) that control
emissions from stationary sources.

The Office evaluates the need to regulate potential air pollutants and develops national emission
standards; works with state and local agencies to develop plans for meeting these standards; monitors national
air quality trends and maintains a database of information on air pollution and controls; provides technical
guidance and training on air pollution control; and monitors compliance with air pollution standards.

The Office of Air Quality Planning and Standards, under the supervision of the Director, is responsible
to the Assistant Administrator for the specific air quality management and emission standards functions of the
Office of Air and Radiation. Specificaly, the Officeisresponsible for:

° Developing national standards for air quality, emissions standards for new stationary sources, and
emission standards for hazardous air pollutants

° Developing national programs, technical policies, regulations, guidelines, and criteriafor air pollution
control

° Evaluating and continuously improving the national air pollution control program and evaluating
success in achieving air quality goals

° Providing awide range of technical information and support to other EPA Offices, Regions, the
nation’s state and local agencies, and industry to assist the implementation of air pollution control
programs

° Managing the development and transfer of air program information used to implement air programs and
evaluate progress

1.2.2 Emissions, Monitoring, and Analysis Division

The Emissions, Monitoring, and Analysis Division (EMAD), under the supervision of its Director, is
responsible for directing a national program of scientific and technical policy and guidance for EPA
Headquarters and Regional Offices and state and local agenciesin air quality monitoring and modeling, control
strategy demonstrations, and emissions measurement. In particular, the Division: develops and distributes
guidelines for air quality models and provides technical assistance in applying the models; develops and
distributes guidance on air quality and source monitoring; establishes air quality indicators of progress, analyzes
air pollution trends, and distributes information on progress in reaching air quality goals; conducts control
strategy demonstrations, source monitoring, and ambient monitoring for OAQPS; devel ops new methods for
ambient monitoring and modeling and develops and issues guidance and training materials to apply them;
develops emission factors and provides technical guidance on emission inventories; and, conducts source testing
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and develops new source test methods for use by Regional, state, and local clients. The Division analyzes air
quality data for usein program evaluation and coordinates development and use of emission inventoriesin
program evaluation. It promotes the integration and simplification of information and data management
systems. It also serves as a source of technical expertise for OAQPS and provides technical support to Regional,
state and local clients on source testing and methods.

1.2.3 Emission Standards Division

The Emission Standards Division (ESD), under the supervision of its Director, is responsible for
establishing emission standards (under Section 112 of the Clean Air Act) and managing federal programs for
nationwide control of hazardous and criteria air pollutant emissions from stationary sources. The Division
develops and implements emission standards for hazardous and criteria air pollutants, new source performance
standards, control techniques guidelines, standards for hazardous wastes under the  Resour ce Conservation and
Recovery Act (RCRA), alternative control techniques documents, and guidance for implementing standards at
the state and local level. It aso conducts comprehensive studies of stationary source categories to determine the
nature and magnitude of air pollution technology, control methods, operational and administrative procedures,
and economic aspects of control. The Division is responsible for providing technical assistance to other
Divisionsin OAQPS, other officesin EPA, state and local agencies, small and large businesses, international
organizations, and the public on effective emission control technology and associated costs. It develops overall
plans, strategies, and policies addressing both regulatory programs for stationary sources of air toxics and
criteria pollutants and innovative and streamlined approaches to regulatory development (including coordinated
strategies for co-control of hazardous and criteria air pollutants). Finaly, the Division establishes and
maintai ns cooperative working relationships with Regional, state and local agencies, as well as selected
stakeholders (industry, environmental groups, etc.), to facilitate effective development and implementation of
regulations and guidance.

1.2.4 Air Quality Strategies and Standards Division

The Air Quality Strategies and Standards Division (AQSSD), under the supervision of its Director,
develops national and geographically focused strategies and programs for air quality management, based on
assessments of health and ecological effects, exposure and risk, and economic impacts and benefits. Such
assessments support the development of criteria pollutant ambient standards under Section 109 of the ~ Clean Air
Act (CAA), programs and emission standards under Sections 111 and 112, and the integration of various aspects
of the criteria pollutant and hazardous air pollutant programs in coordination with other OAQPS divisions.
More specifically, the Division manages the review and revision of NAAQS and devel ops attainment and
maintenance strategies, policies, and implementation programs under Part D of CAA Title, to guide the
implementation efforts of the EPA Regional offices and state and local agencies. With respect to the hazardous
air pollutant program, the Division conducts health and environmental effects evaluations in support of emission
standards devel opment, characterizes the nature and magnitude of the air toxics problemin the U.S,, and
develops air toxics control strategies. The Division serves as program source for expertise on health and
ecological effects and the analysis of exposure and the risks associated with exposure to criteria and toxic air
pollution. The Division also serves as program source for expertise on benefits assessments and on economic
and regulatory impact analyses, including impacts on small entities and environmental justice, and on economic
incentive programs. It conducts such analyses in support of OAQPS-wide standards, rules, and strategies, as
well asin conjunction with Agency-wide assessments. Through its guidance, the Division develops and
promotes the application of innovative, incentive-based regulatory strategies. The Division establishes and
maintai ns cooperative working relationships with Regional, state and local agencies, as well as selected
stakeholders (industry, environmental groups, etc.), to facilitate effective development and implementation of
regulations, policies, and guidance. It also works closely with other OAQPS Divisions and EPA offices to
ensure integration of rules, policies, and guidance to facilitate effective implementation.
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1.2.5 Information Transfer & Program Integration Division

The Information Transfer & Program Integration Division (ITPID), under the supervision of its
Director, serves as the principal focus for the management and transfer of air pollution control information and
for the integrated implementation of OAQPS programs, including operating permits. In carrying out these
functions, the Division manages the design, devel opment, maintenance, and evaluation of information systems,
hardware, software, and other means of distributing key air pollution control information to government and
non-government clients and the public at large. The Division aso develops and delivers training courses and
educational materials on various technical and management aspects of air pollution control to EPA, state, local,
industry, and other relevant clients, and it assists other OAQPS and air program offices to conduct technical
training workshops and to transfer critical guidance and information to program clients. In cooperation with
other Divisions and programs, the Division promotes the integration and simplification of information delivery
and data management systems. The Division manages and assures the integration of the national air quality
permit programs, including operating permits, New Source Review, and Prevention of Significant Deterioration.
In addition, the Division manages the implementation and integration of air toxics programs under section 112
with operating permit programs, to assure that the programs' requirements merge as smoothly as possible. The
Division also assists the air programs which cut across Division, Office, and Agency lines, providing review of
strategies and participating in the design of program improvements.

1.3 Key OAQPS Personnel

1.3.1 Management
OAQPS Director

The OAQPS Director has overall responsibility for managing OAQPS according to Agency policy and
has final authority at the program office level. The direct responsibility for assuring data quality rests with line
management. Ultimately, the Director is responsible for establishing QA policy and for resolving QA issues
identified through the QA program. Major QA related responsibilities of the Director include:

. approving the budget and planning processes

. assuring that the OAQPS program devel ops and maintains a current and germane QM P and ensures
adherence to the document by OAQPS staff and, where appropriate, other EPA offices and extramural
cooperators

. assuring that QA Project Plans are developed for all environmental data operations in which OAQPS is
the project lead and are submitted to the QA Manager(QAM) for review and approval prior to project
initiation

. establishing policies to ensure that QA requirements are incorporated in all environmental data
operations

. taking corrective action that may be required by the QA Manager's QA evaluation findings

. maintaining an active line of communication with the QA Manager

The Director delegates the responsibility of QA development and implementation in accordance with
Agency policy to the Division Directors. Oversight of the OAQPS QA program is delegated to the QA Manager
in the Emissions, Monitoring, and Analysis Division (EMAD).
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Figure 1.2 OAQPS QA Team organizational structure

EMAD Division Director

The EMAD Division Director serves adual role as Director of an OAQPS Division and as the one with

oversight of the QA Program and the QAM. Magjor responsibilities include:

ensuring that Division staff follow the OAQPS QMP

supporting the team members with required resources

meeting regularly with the QAM to provide feedback and guidance
approving recommendations

advocating the team cause and working to overcome barriers

1.3.2 Quality Assurance

The OAQPS QA Team isresponsible for ensuring that OAQPS management and staff

understand and adhere to the OAQPS QMP. Figure 1.2 represents the organization structure of the OAQPS
QA Team.

Quality Assurance M anager

The QAM isthe delegated manager of the OAQPS QA Program. He has direct access to the OAQPS

Director on all matters pertaining to Quality Assurance. The main responsibility of the QAM is QA oversight;
ensuring that all personnel understand the OAQPS QMP and understand their QA/QC responsibilities. The
QAM provides technical support and reviews, and approves QA products. Responsibilities include:

interpreting Agency QA policy and developing the QA policy for OAQPS in accordance with Agency
QA policies and direction from management

developing a QMP and revising it as necessary

developing a QA Annua Report and Work Plan for the OAQPS Director and the Agency's Quality
Assurance Division (QAD) of the National Center for Extramural Research and Quality Assurance
reviewing acquisition packages (contracts, grants, cooperative agreements, inter-agency agreements) to
determine the necessary QA requirements and signing to certify that the review took place
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» developing QA budgets

»  assisting staff scientists and project managers in developing QA documentation and in providing
answers to technical questions

» ensuring that all personnel involved in environmental data collection have access to any training or QA
information needed to be knowledgeable in QA requirements, protocols, and technol ogy

» ensuring that environmental data operations are covered by appropriate QA planning documentation
(e.g., QA project plans and data quality objectives)

» tracking the QA/QC status of al programs

» assisting in solving QA-related problems at the lowest possible organizational level

» recommending required management-level corrective actions

»  serving asthe program’s liaison with QAD

The QAM has the authority to carry out these responsibilities and to bring to the attention of the
Director of OAQPS any issues associated with these responsibilities.

Quality Assurance Division Representatives
The QA Division Representatives are the main points of contact within each of the four OAQPS

Divisions. The QA Representative and the OAQPS QA Manager make up the QA Committee. Their
responsibilities include:

. implementing the OAQPS QM P within the Division
. acting as a conduit for QA information to Division staff
. representing the Division' sinterests on the QA Team

. assisting the QAM in developing QA policies and procedures
. coordinating the Division'sinput to the QM P and the Quality Assurance Annual Report and Work
Plan(QAARWP)

Each QA Division Representative has the authority to carry out these responsibilities and to bring to the
attention of his or her respective Division Director any issues related to these responsibilities.

Deputy Quality Assurance Officers

The Deputy QA Officers are the official staff QA contacts appointed by the OAQPS Director. Their
responsibilities include:

. remaining current on QA developments

. reviewing and approving QA forms for contracts and grants

. reviewing and approving QA project plans and QMPs for projects involving EDO
. serving on the QA Team

The DQAOsin ESD, AQSSD, and ITPID report directly to their respective Division Director. In

EMAD the DQAOs report directly to the Group Leaders responsible for primary data collection activities or
analysis of that data.

1.3.3 Quality Assurance Team
Team Mission

The Office of Air Quality Planning and Standards Quality Assurance Team is dedicated to ensuring
that environmental data operations are of a quality that meets or exceeds requirements for informed
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environmental decision- making. The Team remain committed to providing the OAQPS Director information,
guidance, and expertise to ensure decisions are made to protect the public and the environment. The Team
recognizes that high quality products will be achieved through effective communication, training,
cooperation, and a desire to produce the best results possible.

The Quality Assurance Team includes the QAM and the QA Division Representatives (QA

Committee), the Deputy QA Officers, and other OAQPS staff members with specific QA responsibilities. QA
Team meetings are an opportunity for all QA staff to meet and discuss issues across the divisions. The
responsibilities of the QA Team include:

developing the QM P and the QAARWP

developing and reviewing QA policies and procedures
implementing the QM P

identifying evolving QA issues

promoting QA within OAQPS and with cooperating organizations
providing QA support to other staff and external organizations

In addition to having the responsibilities noted above, the QA Team members carry out many varied

support functions within OAQPS. They support environmental data collection and analysis activities, both
internal and external to EPA, including Regional Offices, state and local agencies, and businesses. Individual
responsibilities are detailed in the employee’ s performance standards.

1.3.4 OAQPS Staff

Project Manager s’'Work Assignment Managers

OAQPS Project Managers and Work Assignment Managers are responsible for the performance and

coordination of specific projects and are management ’s and the QAM’ s principal contacts regarding these
projects. Project Officers and Work Assignment Managers are responsible for all data collection activities, and
they determine the QA criteriato be applied, based on the intended use of the data. QA criteriafor projects are
communicated through the development of data quality objectives (DQOSs) and QA project plans.
Responsihilities include:

developing, or assisting in the devel opment of DQOs

developing, or ensuring the development of the QA Project Plan through negotiation with contractors,
appropriate QA representatives, and other technical personnel when needed, then having this plan
submitted, reviewed, and approved prior to project initiation

ensuring the implementation of QA project plans

ensuring that standard operating procedures (SOPs) for each data collection operation are reviewed and
approved

reviewing project QA/QC outputs

developing, or ensuring the development of, QA Reports

OAQPS Group Leaders

In addition to the specific responsibilities listed above, OAQPS Group Leaders are responsible for

ensuring that subordinate personnel are trained and follow the policies of the QMP. Each leader is responsible
for the quality of the environmental data collected in his or her program.
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Air Quality Management Process OAQPS Personnel

EPA Responsibilit:
= T In addition to the specific responsibilities listed
[ ] Reponsiy above, all OAQPS personnel are responsible for their
own work. They are expected to be familiar with the

Air Quality
Standard

AMBIENT EMISSIONS policies of the QMP and implement them in any
™ AIRDATA { DATA aCthIty
T Clagi?ilion Progr&ss
MOD?'NG | Reauremen | 1.4 Technical Activities Supported by the
e Quality System
Strategy
y— In order to support its mission, OAQPS funds

Limitation and implements many environmental data operations
(EDOs), and these must be supported by the quality
system. One major EDO are the programs related to air
quality which is represented by figure 1.3. OAQPS
serves as amajor focal point for activitiesin fulfillment

. Surveillance of the Clean Air Act. It utilizes the services of
Continue .
Air Quality and contractors, grantees, other Federal agencies, and EPA
Measurement Enforcement Regional support to generate necessary technical data
Figure 1.3 Air quality management process and reports of findings. EDOs include:

. Assessment and mitigation of the effects of air pollution, through ambient and source monitoring of
theair

. Development of environmental indicators and new methods for ambient and source monitoring

. Developing and distributing guidelines for air quality models

. Developing emission factors and standards and providing technical guidance on emission inventories

. Developing New Source Performance Standards

. Conducting comprehensive studies of stationary source categories to determine the nature and
magnitude of air pollution emissions

. Source testing

. Evaluation and demonstration of remedial actions and control strategies for air pollution

. Assessments of health and ecological effects, exposure and risk, extent and trends of air pollution
contamination

. Reviewing and revising the National Ambient Air Quality Standards

. Managing alarge air pollution data base.

M easurements producing data would include:

. Sampling, and analysis of a host of air pollution constituents, from both continuous automated
instruments and manual instruments

. Mapping and landscape characterization techniques through various remote sensing platforms

. Meteorological and physical parameters

Details on the data collection activities of each OAQPS Group (shown in Figure 1.1), can be found in
Appendix A. OAQPS EDOs include al phases of the data collection activities including field sampling,
laboratory analysis, data management, modeling, assessment, and reporting. In general, OAQPS EDOs focus
on the collection of data from two major program areas: 1) ambient air data and 2) emission data. These data,
along with secondary data, areinterpreted and reported and are also used in modeling efforts to perform
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additional interpretation and assessment. Figure 1.3 provides a generic representation of the role of collected
datain the air quality management process. The major OAQPS data collection activities are discussed below.

1.4.1 Ambient Air Data

The Monitoring and Quality Assurance Group (MQAG) of the Emissions, Monitoring, and Analysis
Division (EMAD) isresponsible for the Ambient Air Monitoring Program which collects air quality samples
generally for one or more of the following purposes:

. To judge compliance with and/or progress made towards meeting ambient air quality standards

. To activate emergency control procedures that prevent or alleviate air pollution episodes

. To observe pollution trends throughout a region, including non-urban areas

. To provide a data base for research evaluation of effects: urban, land-use, and transportation planning;
development and evaluation of abatement strategies; and development and validation of diffusion
models.

. To evaluate potential aternative forms of the National Ambient Air Quality Standards

With the end use of the air quality samples as a prime consideration, a monitoring network designed to meet one
of four basic monitoring objectives:

to determine highest concentrations expected to occur in the area covered by the network

to determine representative concentrations in areas of high population density

to determine the impact on ambient pollution levels of significant sources or source categories

to determine general background concentration levels that the monitoring network will collect, which
must be representative of the spatial area being studied

El SN o

The EPA's ambient air quality monitoring program is carried out by state and local agencies and consists of
three different categories of monitoring stations that measure the criteria pollutants: particulate matter, sulfur
dioxide, carbon monoxide, nitrogen dioxide, ozone, and lead. Additionally, afourth category of monitoring
station which measures ozone precursors (approximately 60 volatile hydrocarbons and carbonyl), has been
required by the 1990 Amendments to the CAA. The following information describes these four networks.

Stateand Local Air Monitoring Stations (SLAMS) - The SLAMS consist of a network of ~ 4,000 monitoring
stations whose size and distribution are largely determined by the needs of state and local air pollution control
agencies to meet their respective State Implementaion Plan (SIP) requirements.

National Air Monitoring Stations (NAMS) - The NAMS (~1,080 stations) are a subset of the SLAMS
network, with emphasis being given to urban and multi-source areas. In effect, they are key sites under SLAMS,
reflecting areas of maximum concentrations and high population density.

Special Purpose Monitoring Stations (SPM S) - Special Purpose Monitoring Stations provide for special
studies needed by the state and local agencies to support SIPs and other air program activities. The SPMS are
not permanently established and, thus, can be adjusted easily to accommodate changing needs and priorities.
The SPM S are used to supplement the fixed monitoring networks as circumstances require and resources permit.
If datafrom SPMS are used for SIP purposes, they must meet all QA and methodology requirements for
SLAMS monitoring.

Photochemical Assessment Monitoring Stations (PAMS) - A PAMS network is required in each ozone
nonattainment area that is designated serious, severe, or extreme. The required networks will have from two to
five sites, depending on the population of the area. There is a5-year phase-in period of one site per year,
starting in 1994. The ultimate PAMS network could exceed 90 sites at the end of the phase-in period.
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In-house/External Air Monitoring Projects

Internally, OAQPS does not physically implement any EDOs (e.g., field sampling or analysis) for
ambient air monitoring data. All data collection activites are externally funded to Regions, state and local
organizations.

1.4.2 Emissions Data
Collecting emissions data involves a variety of OAQPS programs, including source characterization.

Sour ce Char acterization

The Source Characterization Groups (SCGs) of the Emissions, Monitoring, and Analysis Division
(EMAD) areresponsible for obtaining source emission data and for assisting OAQPS in data-gathering
activities. These activitiesfall into four categories:

1 Category | - EPA field testing to support the development of New Source Performance Standards,
National Emission Standards for Hazardous Air Pollutants, and emission standards under SIPs.

2. Category |l - EPA evaluation of state, local, and industry generated emission measurement data and
information used for purposes of supporting rule, method, or monitoring system devel opment by the
Agency. Such activity encompasses the determination of data quality in relation to anticipated defense
of supporting program data quality objectives.

3. Category |11 - Field testing concerning performance test methods and source monitoring procedures,
evaluate formal requests to allow the use of alternative methods, or investigating the feasibility of new
or modified performance test methods or source monitoring procedures.

4. Category 1V - Field testing for purposes not included in Category | or 11, such as emission screening
studies to assess regulatory needs, testing to generate emission factors, or pollutant assessment
projects.

I n-house Sour ce Emission M easurement Proj ects

In-house data evaluation and quality assessments and testing are usually limited to projectsin Category
[1'and IIl. The SCGs project leader of thiswork isresponsible for developing a project plan and data quality
objectives, in concert with the requesting supporting program Project Leader, and for obtaining Group Leader
approval for the work to be done. This project plan must include a QAPP to ensure that defensible data of
known quality and integrity are generated. The SCGs project leader is aso responsible for preparing or
referencing SOPs, when applicable. The Group’s DQAO reviews and approves the QAPP and also seeks
concurrence from the DQAO of the requesting support program Group.

Extramural Source Emission M easurement Projects

Almost all SCGsfield test projectsin Categories| and 1V are conducted through cost-plus-award-fee
level-of-effort contracts or through agreement with the private sector. Those agreements with the private sector
are where OAQPS agrees to accept and consider for use environmental data collected, documented and paid for
voluntarily by a private sector party. The private sector parties are requested to submit a QAPP. OAQPSis
under no obligation to use this data unless it is determined to be adeguate and sufficient for their intended use.
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For SCGs contracts, technical proposals must include detailed discussions of the company's QA
program and organization of QA activities. These discussions include development of QAPPs, responsibilities
of the contractor's QAO, periodic QA activity updates, and corrective action plans for adverse QA findings.
Only contractors with high quality QA programs are selected for final award; and consideration is enhanced
where the contractor's QA O can function independently of the testing program.

For specific work assignments, individual work plans and test reports are reviewed, emission test
procedures are observed, as resources permit, and performance evaluation audit samples are administered by the
appropriate SCG WAM to ensure high quality emission data. Examples of high quality work plans and test
reports are available to the WAM as minimum acceptable criteria.

1.4.3 Modeling

Modeling is defined as the devel opment of a mathematical or physical representation of a system or
theory that accounts for all or some of its known processes. Models are often used to test the effect of changes
of components on the overall environmental system or theory.

OAQPS provides leadership and direction on afull range of dispersion models and other mathematical
techniques, to assess and control emission sources and to support policy/regulatory decisions in OAQPS.
OAQPS also devel ops emission factors that go through a type of modeling process to generate these factors.

1.4.4 Secondary Data (Secondary Use of Data)

OAQPS uses secondary datain many of its assessments and models. Secondary data can be considered data
that are utilized for a purpose other than that for which they were initially collected. Secondary data are
sometimes used by OAQPS in the following standards devel opment processes :

. Maximum Achievable Control Technologies (MACT)
. Best Achievable Control Technologies (BACT)

. Reasonably Available Control Technology (RACT)

. Lowest Achievable Emission Rate (LAER)
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2. OAQPS Quality System and Description

A quality system is defined as a structured and documented management system describing the
policies, objectives principals, organizational authority, responsibilities, accountability, and implementation of
an organization for ensuring quality in its work processes, products (items), and services. The quality system
provides the framework for planning, implementing, and assessing work performed by the organization and for
carrying out required QA and QC. This section will describe the quality system applications used by the
organization to implement effective quality assurance activities for its environmental data operations (EDOs).

2.1 OAQPS QA Application

In order to meets its stated mission using environmental data, OAQPS must implement a QA program
that assures that the data can be used for itsintended purpose. The following elements will assist in the
assurance of data quality and will be described.

* QA management plans

» Management systems reviews

» Data quality objectives process
* QA project plans

» Standard operating procedures

* Data quality assessments.

Various reviews to determine the successful application of QA in OAQPS will be discussed in Section
9 and 10.

2.1.1 Quality Management Plans

EPA policy requiresthat all Agency organizational units document their QA program in an approved
Quality Management Plan (QMP). The document describes the quality system in terms of the organizational
structure, functional responsibilities of management and staff, lines of authority, and required interfaces for
those planning, implementing, and assessing all activities conducted. The QMP is developed for use by all
OAQPS staff, as detailed in Section 1. The QMP will reside on the RTP wide web for easy accessto all
OAQPS staff. A hardcopy will also be filed with the OAQPS Document Control Manager (see section 5).
Approval for the QMP will include the OAQPS QA Manager, Division Directors, the OAQPS Director. Itis
then submitted for approval by the Director, National Center for Environmental Research and Quality
Assurance, under delegation from the Assistant Administrator for Research and Development (AA/ORD), based
on an affirmative recommendation by the Director, QAD. Thisapproval isvalid for up to five years, pending
changes to the organization’'s quality system during the interim.

The QMP will be reviewed every August by the QA Committee to determine if the information remains
relevant to the Office. A briefing of the findings will be provided to senior management.  If changes are
required, they will be made by October 1 of each year. Any change will include a change in the revision
number of the section and the date (possibly page numbers). The change will aso be reflected in the table of
contents. A description of the changes will be sent out via E-mail to all OAQPS staff, appropriately archived,
and will be included in the QAARWP. A hard copy of revised sections and the table of contents will be sent to
QAD in order to keep their copy of the OAQPS QMP current. Every 5 years, based upon the original approval
date, the QMP will undergo a thorough review, in its entirety, and go through the approval cycle. Sincethe
QMP undergoes yearly reviews, this would simply be another yearly review with the addition of approval
signatures.
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2.1.2 Management Systems Reviews

A management systems review (MSR) is a qualitative assessment of data collection operations and/or
organization(s) to establish whether the prevailing quality management structure, policies, practices, and
procedures are adequate for ensuring that the quality of data needed are obtained. It is used to determine the
effectiveness of, and adherence to the QA program and the adequacy of resources and personnel provided to
achieve and ensure quality in all activities. Details of the M SR process can be found in section 9.

QAD plans to implement independent M SRs of every EPA organization once every threeyears. An
internal M SR of the OAQPS QA program will be conducted at the same regularity, but will be staggered to the
QAD MSR in order to provide some type of MSR every 1.5 years. A more frequent internal review cycle may
be required if serious deficiencies exist. Results of the MSR will be documented and archived, as specified in
the OAQPS Document Management Plan
(see Section 5), and included in the appropriate Quality Assurance Annual Report and Work Plan (QAARWP).

2.1.3 Data Quality Objectives (DQOs)

The data quality objectives (DQOs) are qualitative and quantitative statements derived from the DQO
process that clarify project technical and quality objectives, define the appropriate type of data, and specify
tolerable levels of potential decision errors that will be used as the basis for establishing the quality and quantity
of data needed to support decisions. When aforma DQO document is required, it is the responsibility of the
OAQPS Project Officer or Work Assignment Manager (WAM) to define this allowable uncertainty and develop
DQOs with the principal investigators and cooperators. A formal DQO document is required for al projects
that require Category | QA project plans (see section 2.1.4). DQOs for the other 3 categories of QA project
plans can be included in the QA project plan.

The DQO process is used to facilitate the planning of data collection activities. It asks the data user to
focus their planning efforts by specifying the use of the data (the decision), the decision criteria, and the
probability they can accept of making an incorrect decision based on the data. The DQO process:

»  Establishes a common language to be shared by decision makers, technical personnel, and
statisticians in their discussion of program objectives and data quality.

»  Provides a mechanism to pare down a multitude of objectivesinto major critical questions.

» Facilitates the devel opment of clear statements of program objectives and constraints which will
optimize data collection plans.

» Providesalogical structure within which an iterative process of guidance, design, and feedback
may be accomplished efficiently and cost effectively.

DQO development should be a normal part of the project planning process and must be accomplished
based on cost-effectiveness and realistic capabilities of the measurement process. To facilitate this
determination, the Quality Assurance Division (QAD) of EPA (formally known as QAMS) devel oped the DQO
Processin 1984. Guidance for the Data Quality Objectives Process, which isissued by QAD, can be obtained
from each division QA representative.

Training software on the DQO process can also be acquired from QAD. The Decision Error
Feasibility Trials (DEFT) software was devel oped to allow a decision maker or member of the DQO planning
team to quickly generate cost information about several simple sampling designs based on the DQO constraints.
This software is available through the OAQPS QA Manager or by contacting QAD.

The DQO process assists the user in defining the purpose for an environmental data operation and sets
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the framework for the design, implementation, and QA of the project. Once DQOs are defined, a QA program
can be developed. By using the DQO Process to plan EDOs, EPA can improve the effectiveness, efficiency, and
defensibility of decisionsin an effective manner. DQOs are being utilized and developed for both the Ambient
Air and Emission Programs

2.1.4 QA Project Plans

The QAPP isaformal document describing in comprehensive detail the necessary QA, QC, and other
technical activities that must be implemented to ensure that the results of work performed will satisfy the stated
performance criteria (DQOs). Theinformation in this section applies equally to in-house and extramural
QAPPs. QAPPs are not required for projects that do not include EDOs.

The quality assurance policy of the EPA requires every EDO to have written and approved quality
assurance project plans (QAPPs) prior to the start of the EDO. It isthe responsibility of the Program
Manager/WAM to adhere to this policy. If the Program Manager/WAM proceeds without an approved QAPP,
he/she is fully aware of the risks and assumes all responsibility. The Program Manager/WAM also bears the
responsibility of providing copies of the approved QAPP to each individual who has a major responsibility in the
EDO and explaining the elements of the QAPP to these individuals.

QAPP Review and Approval

QAPPs are prepared, reviewed and approved in accordance with EPA QA/R5, EPA Requirements for
Quality Assurance Project Plans for Environmental Data Operations. Copies of this document are available
from the Division QA Representative. This document identifies and defines the elements that must be addressed
inal forma QAPPs. The following subsection presents criteria for the determination of the type of QAPPs
necessary for OAQPS EDOs.

Review of the QAPP must include QAPP preparer, Program Manager/WAM, and either the QAM or
DQAO. It isrecommended that the document beinitially reviewed by the Program Manager/WAM before
submission to the QAM or DQAO. It isaso recommended that these plans be reviewed by a statistician. The
QAM or DQAO will review each QAPP for the required elements and the soundness of the QA/QC. The QAM
or DQAO will attempt to review QAPPs within 15 working days of submission. The QAM or DQAO will
provide written comments on each element which will be accompanied by a completed QAPP Review Form
(Appendix C) . Thereview form isasummary that alerts the Program Manager/WAM as to whether or not QA
requirements have been adequately achieved. Through the QAPP Review Form, the QAM/DQAO wiill
determine whether the QAPP is worthy of approval, and if not, will identify those elements requiring revision.
If the QAPP requires revision it will be sent back to the author. The revisions which may be included in the
QAPP or as an addendum must be reviewed and approved by the QAM/DQOA. All QAM or DQAO QAPP
reviews are secured in afile by the contract ID number in the respective QAM or DQAO office.

QAPP Revision

As mentioned in the paragraph above, any revisions required to the original QAPP can beincluded in a
second or subsequent revision or an addendum. However, sometimes the scope of a project can change which
may have the potential to affect the quality of the data. If these changes affect the collection of environmental
data, an addendum to the approved QA PP must be submitted that describes the changes and the appropriate
QA/QC techniques necessary to meet the DQOs. The Contract Manager/WAM must approve the changes.
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QAPPs should be filed with the OAQPS Document Control Officer (DCO) who will identify the

t with a unique document control number (see section 5). Tracking of QAPPs will be accomplished by
PS QAM or DQAO. At present thiswill be accomplished manually, but an automated system is

All original copies of the QAPPs and any subsequent revisions will be secured by the DCO. The

QAM or DQAO will maintain a copy for the QA files. If possible, adisk copy of QAPPs should also be
acquired.

Categories of QA Project Plans

OAQPS will utilize afour-tiered project category approach to its QA Program in order to effectively

focus QA, asdiscussed in  EPA QA/R5, EPA Requirements for Quality Assurance Project Plans for

Environmental Data Operations. Each QAM or DQAO will be provided a copy of these documents. A number
of reference copies will also be available through the QAM. This approach was originally developed by the

U.S. EPA, Air and Energy Engineering Research Laboratory (AEERL) and published by the EPA Risk
Reduction Engineering Laboratory, Cincinnati, Ohio (EPA/600/9-89/087). Category | involves the most

stringent QA approach, whereas Category |1V isthe least stringent. The following definition of the categories

are quoted from the document listed above:
Category | Projects

Projects include environmental data operations that directly support rulemaking, enforcement,
regulatory, or policy decisions. They also include research projects of significant national
interest, such as those typically monitored by the Administrator. Category | projects require
the most detailed and rigorous QA and QC for legal and scientific defensibility. Category |
projects are typically stand-alone; that is, the results from such projects are sufficient to make
the needed decision without input from other projects.

Category |1 Projects

Projects include environmental data operations that complement other projects in support o

rulemaking regulatory, or policy decisions. Such projects are of sufficient scope and substance

f

that their results could be combined with those from other projects of similar scope to provid e

necessary information fo r decisions. Category |l projects may aso include certain high visibility
projects as defined by EPA management.

Category 11 Projects
Projects include environmental data operations performed as interim steps in a larger group o
operations. Such projects include those producing results that are used to evaluate and selec
options for interim decisions or to perform feasibility studies or preliminary assessments o
unexplored areas for possible future work.

Category 1V Projects

Projects involving environmental data operations to study basic phenomena or issues, includin

f

t

f

g

proof of concepts, screening for particular analytical species, etc. Such  projects generally do not

require extensive detailed QA/QC activities and documentation.

The number of elements required for each category is reduced as one proceeds from category | tolV as
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illustrated in Table 2-1. EDOs that meet the requirements for aforma DQO process (Sub-section 2.1.3) will be
required to develop category | QAPPs.

page.

Program ManagersWAMSs, with consultation from the QAM or DQAO, will be required to designate the
category of the QAPP. The statement of the category will be placed on the QAPP signature and approval page
which will include signatures of the QAPP preparer, Program Manager/WAM, and the QAM or DQAO. Others
personnel, depending upon the nature (intramural or extramural) of the QAPP, may need to sign the approval

Table 2-1 QAPP Elements Applicableto Various Categories

QAPP Element

Category
Applicability

Al
A2
A3
A4
A5
A6
A7
A9
A10

B1
B2
B3
B4
B5
B7
B8

B9
B10

C1
C2

D1

D2
D3

Titleand Approval Sheet

Table of Contents

Distribution List

Project/Task Organization

Problem Definition/Background

Project/Task Description

Quality Objectives and Criteriafor Measurement Data
Special Training Requirements/Certification
Documentation and Records

Sample Process Design

Sampling M ethods Requirements

Sample Handling and Custody Requirements
Analytical Methods Requirements

Quality Control Requirements

Instrument Calibration and Frequency
Inspection/Acceptance Requirements for Supplies and
Consumables

Data Acquisition Requirements

Data Management

Assessments and Response Actions
Reports to Management

Data Review, Validation, and Verification

Requirements

Validation and Verification Methods
Reconciliation and User Requirements

L L IV
I, 10, 1
1,11,
1,10, 1l
1,10, 1l

L L IV
L L IV
|

1,10, I

L L IV
1,10, 11,

I, 10, I

L L IV
L LV
I, 10, 1
1,1

I, 10, I
1,1

I, 10, I
1,10, 1l

I, 10, I
1,1
I, 10, I

In-house Quality Assurance Project Plans.

All EDOs accomplished by OAQPS staff (e.g any federal or private employee retained for OAQPS services

and located at the OAQPS offices) must be covered by an approved QAPP prior to the start of the EDO.

Mandatory approval signatures include the Group Leader, Principal Investigator, and the OAQPS QAM or

DQAO.

Extramural Quality Assurance Project Plans

The Grant and Federal Assistance Regulations 40 CFR 1 parts 30.53 and 31.45 document the QA

requirements when the project entails EDOs. One of the four categories of QAPPs, as determined by the Project
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Manager/WAM, will be required. Mandatory approval signatures include the QAPP preparer, Program
Manager/WAM, and the OAQPS QAM or DQAO.

2.1.5 Standard Operating Procedures (SOPs)

Standard operating procedures (SOPs) are written documents that detail the method for an operation,
analysis, or action with thoroughly prescribed techniques and steps. It is officially approved as the method for
performing certain routine or repetitive tasks. SOPs are protocols for all routine activities, especially those that
areinvolved in the environmental data operations, which generally involve repetitious operations performed in a
consistent manner.

SOPs should ensure consistent conformance with organizational practices, serve as training aids, provide
ready reference and documentation of proper procedures, reduce work effort, reduce error occurrences in data,
and improve data comparability, credibility, and defensibility. They should be sufficiently clear and written in a
step-by-step format to be readily understood by a person knowledgeable in the general concept of the procedure.
Elements to include in OAQPS SOPs will follow the QAD document entitted ~ Guidance for the Preparation of
Standard Operating Procedures (SOPs) EPA QA/G-6. Copies of this document are available at each Division
QA Representatives office, aswell as through the QAD office.

SOPs should be written by individuals performing the procedures that are being standardized. SOPs for
data collection methods must be included in QAPPs either by reference or by inclusion of the actual method. If a
method is referenced, it must be stated that the method is followed exactly or an addendum that explains changes
to the method must be included in the QAPP. If amodified method will be used for an extended period of time,
the method must be revised to include the changes to appropriate sections. In general, approval of SOPs occur
during the approval of the QAPP. Individuals with appropriate training and experience with the particular SOPs
in the QAPP need to review the SOPs. Internal OAQPS SOPs must be approved by the supervisor of the
personnel responsible for writing the document.

An SOP cannot be revised during an EDO without the consent of the Contract Manager/WAM. If the
modification is accepted, it must be documented in aletter to the Contract Manager/WAM and reported in the
next progress report.

2.1.6 Data Quality Assessments (DQAS)

Data Quality Assessments (DQAS) provide important information that allow the decision maker to
determine whether the data produced from an EDO support their intended use (the DQOs). QAD has recently
developed a document entitled  Guidance for Data Quality Assessment Practical Methods for Data Analysis EPA
QA/G-9 (QA96 version) which can be used to assist in the DQA process.

DQA is adtatistically-based, quantitative evaluation of the extent to which the quality of the results from
environmental data operations supports the decision made through the DQO process mentioned above. DQA
requires ajoint effort between the decision maker and a statistician. The decision makers (generally the Project
Officer or WAM) contributions consist of an inspection of data for scientific anomalies and transcription errors,
assessment of the effect of QA/QC deviations, and professional contextual judgement. The statistician, on the
other hand, is responsible for the graphical display of data and trends, statistical analysis required by the DQO
including assessments of data uncertainties, investigation of assumption violations, identification of potential
outliers, and direction for dataimprovement.
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3. Personnel Qualifications and Training

3.1 Training Policy

The staff members of OAQPS are expected to have met the educational, work experience, and training
requirements for their positions, as outlined by the Office of Personnel Management in their position descriptions.
OAQPS requires appropriate training for its employees, supporting contractors, and grantees. Such training may
consist of classroom lectures, workshops, teleconferences, and on-the-job training. Courses may be mandatory,
such as safety, Confidential Business Information (CBI), and contract and grant management; or nonmandatory,
such as leadership, teamwork, ambient and stationary source data collection, and the development of quality
assurance project plans (QAPP) and data quality objectives for data collection and analyses. Training needs are
identified each year by OAQPS employees in their Individual Development Plans (IDP) as part of their self-
evaluation process. The IDPis meant to help ensure that the staff members remain current in their technical
fields, that they have opportunities for growth, and that they are able to meet the challenges of changing agency
vision and goals. It isthe responsibility of OAQPS senior management to anticipate, identify, and communicate
effectively, to both OAR management and OAQPS staff, any changes needed in both the OAR and OAQPS
vision and goals. It isaso the OAQPS senior management responsibility to establish a systematic measurement
system to identify and comply with mandatory (statutory and regulatory) training requirements, to assess success
of current nonmandatory training, and to identify opportunities for future cost-effective improvements. It isthe
group leader’ s responsibility to encourage OAQPS staff to gain nonmandatory training needed to effectively
accomplish current and future OAQPS goals. The IDP review process is one forma mechanism for
accomplishing this goal and for assuring compliance with mandatory training requirements.

3.2 Mandatory Training

OAQPS has established a systematic procedure for safeguarding CBI, which isdetailed in awritten security
manual. Staff who may have access to CBI are identified by their group leaders and must receive specific
training and pass a certification course. The security manual details the educational and training requirements.
The current version is dated June 1995 and it is updated periodically. The Director of OAQPS or higher designee
isthe responsible official. This authority to direct and administer the CBI program at OAQPS has been del egated
to the Emission Standards Division Director.

All OAQPS field and laboratory staff are required to complete an initial safety program and must
periodically take refresher courses. The OAQPS Director is the responsible official. To assist himin
administering these requirements, he has designated a Project Manager for Safety, Health, and Environmental
Management at the staff level. Each Division Director (DD) has been further delegated responsibility to a staff
person for assuring staff compliance with mandatory safety training.

OAQPS has established a procedure for assuring that contracts and grants are effectively managed. One
aspect of effective management is assuring that staff has mandatory training. The OAQPS Director is the
responsible official. Each DD has been further delegated responsibility for assuring staff compliance with
training requirements. POs and WAMs must take certification courses and refresher coursesin order to servein
an official capacity. The Office of Administration and Resources Management’s Contracts Management Division
and Grants Administration Division have further oversight responsibilities of the POs' and WAMS' work.

Further information on any mandatory training can be obtained from the DDS' designees.
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3.3 Recommended Training

Formal QA/QC training is offered through the following organizations:
» Air Pollution Training Institute (APTI)
» Air & Waste Management Association (AWMA)
» American Society for Quality Control (ASQC)
« EPA Ingtitute
» EPA Quality Assurance Division (QAD)
» EPA Regional Offices

In addition, OAQPS uses contractors and academic institutions to develop and provide training for data
collection activities that support regulatory efforts throughout OAQPS, as well as the states and Regions. The
OAQPS QA Program maintains alist of available courses.

Table 3-1 provides a suggested sequence of core QA-related ambient air monitoring courses for OAQPS
ambient air monitoring staff, emissions monitoring staff, and QA managers (marked by asterisk). The suggested
course sequences assume little or no experience in QA/QC or air monitoring. Persons having experience in the
subject matter described in the courses would select courses according to their appropriate experience level.
Courses not included in the core sequence would be selected according to individual responsibilities, preferences,
and available resources.

Table3-1. Suggested Sequence of Core QA-related Ambient Air and Emission Monitoring Training Cour ses for
OAQPS QA or Ambient Air Monitoring Contacts and QA Managers

Sequence CourseTitle (Sl = self instructional) Source

Ambient Emissions

1* 1* Air Pollution Control Orientation Course (Revised), SI:422 APTI
2* 2* Principles and Practices of Air Pollution Control, 452 APTI
3* 3* Orientation to Quality Assurance Management QAD
4* Introduction to Ambient Air Monitoring (Under Revision), Sl:434 APTI
5* General Quality Assurance Considerations for Ambient Air APTI
Monitoring (Under Revision), Sl:471
6* Quality Assurance for Air Pollution Measurement Systems (Under APTI
Revision), 470
4* Quality Assurance for Source Emission Measurements, Sl:414 APTI
5 Transmissometer Systems - Operation and Maintenance, SI:476A APTI
6 Continuous Emission Monitoring System - Operation and APTI

Maintenance of Gas Monitors, Sl:476B

7 Measuring the Emission of Organic Compounds to the Atmosphere, APTI
S1:483
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Sequence CourseTitle (Sl = self instructional) Source
Ambient Emissions
* 8* Data Quality Objectives Workshop QAD
8* 9* Quality Assurance Project Plan QAD
9 Atmospheric Sampling (Under Revision), 435 APTI
10 Continuous Emission Monitoring for the 90s AWMA
10 Analytical Methods for Air Quality Standards, 464 APTI
11 11 Chain-of-Custody Procedures for Samples and Data, SI:443 APTI
* * Data Quality Assessment QAD
* * Management Systems Review QAD
* * Beginning Environmental Statistical Techniques (Revised), SI:473A APTI
* * Introduction to Environmental Statistics, SI:473B APTI
* * Quality Auditsfor Improved Performance AWMA
* * Statistics for Effective Decision Making ASQC

* Courses recommended for QA Managers

As noted above, the courses listed in this section are currently recommended and are not mandatory. The
OAQPS QA Program is considering whether some of these courses should be required for QA officers and staff
that are involved with environmental data operations. One major consideration is making sure that any required
courses are readily available by being frequently taught, available on video, or available as self-instructional
courses. OAQPS plansto use EPA QA/G-7 Guidance for Determining Quality Training Requirements for
Environmental Data Operations to develop training requirements for those involved in assessment and response
activities, including management systems reviews and audits. Until that guidance is available the OAQPS
Supervisors must use their judgement to ensure that each time they assign someone to an assessment and
response activity that the individual assigned has: 1) the correct technical expertise; and 2) the appropriate audit
and/or management systems review training.



OAQPS
Section 4
Revision: 01
Date: 5/96
Page1of 3

4. Procurement of Items and Services

OAQPS must ensure that the items and services it acquires are procured within EPA regulations, are
delivered in atimely fashion, and are within the required specifications. The following sections will provide
general guidance on OAQPS procurement procedures.

4.1 Procurement of [tems

The Contracts Management Division (CMD) follows the guidelines developed in the Federal Acquisition
Regulations (FAR) section 13, which establishes government-wide policies and procedures governing the
acquisition process. Two EPA documents: EPA 1900-Contract Management Manual and the EPA Acquisition
Regulation Manual (EPAAR), have been developed to supplement the FAR. EPA attempts to purchase through
FAR- mandatory sources (i.e., GSA). Therefore, items on the FAR source list that meet the minimum
specifications on the procurement request (EPA Form 1900-8) must be purchased through a FAR source.
Procurements of computer hardware and software are subject to somewhat different regulations and should be
coordinated with your PC site coordinator.

In EPA, only contracting officers (COs) are authorized to procure items and services, unlessit is an imprest
fund transaction approved by the CO prior to the originators purchase of the item. The Federal Government is
not bound by any commitments made by other than authorized personnel.

Requests for purchases begin at the planning stages of any OAQPS project, and funds must be identified in
the project scope of work for such purchases. All items should be identified and specifications that meet the
government's minimum needs should be detailed. These specifications will be referred to during the procurement
process and will assure that the OAQPS requestor receives the proper item and reduces the chances of purchase
delays or incorrect purchases because of inadequate product specifications.

All procurements are documented using EPA Form 1900-8 (PR). Instructions are included with the form. A
purchasing agent will inform the originator of the item that most closely matches his or her request that is
available from the FAR mandatory sources. A purchasing agent may “compete” a purchase on "brand name or
equal" specifications. Manufacturer names and model numbers help make a description complete. This does not
mean that the brand name will be ordered. If the item available from the mandatory source does not meet
specifications, and no substitute is adequate, a purchasing agent will help the originator process a Waiver
Request. However, if theitems' total price are less than $2,500, and the type of item is not available through
mandatory sources, Purchasing may buy from the suggested source. Always include a suggested source in block
13 on EPA Form 1900-8.

PRswill be reviewed for completeness and accuracy by the appropriate approving official. The PR will then
be forwarded to other required approvals, such as from the Senior Information Resource Management Official
(SIRMO) for automated data processing (ADP) purchases. Funds are certified as available by a funds certifying
officer, who assigns a document control number (DCN). The PR is forwarded to the Property Management
Officer for signature and then to CMD. The sign-off chain may take up to 2 weeks from the time the PR is typed
until it arrivesin CMD. If the supply/serviceis required sooner, the PR may be "walked through" the sign-off
chain and must contain a priority justification.

Government bank card purchases do not require CO approval, since the bank card holder is delegated this
authority. Unauthorized purchases will not be reimbursed without submittal of a“Ratification of Unauthorized
Commitment Form”. This processis very time consuming and costly and requires approval of CMD.
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4.2 Procurement of Services

Two types of mechanisms are primarily used to procure services, contracts and assistance agreements
(grants, cooperative agreements, etc.). Asmentioned in section 4.1, COs are the only individuals who can
obligate funds.

When procuring services, one should follow the same basic procedure used for the procurement of items.
There are certain activities that are of apolicy- and decision-making nature that should remain the sole authority
of EPA. The CMD should be contacted during the initial planning of the PR to discuss specific requirements for
the procurement.

The Project Officer (PO) states the service that will be delivered, measures the quality of the service, and
accepts the service. When a level-of-effort contract is the vehicle used in procuring services, the work assignment
manager (WAM) provides the technical expertise for the work assignment and assumes responsibility for the QA
requirements assigned to the PO. Completion of contract administration training isrequired prior to an
individual’s being designated a WAM. The Contracting Office is the means of obtaining a contract and of
enforcing the provisions. The PO has overall responsibility to see that the service is provided but works through
the CO’s authority. The PO is appointed by the CO and is formally designated atechnical representative of the
CO inthe contract. POs must complete PO and contract administration training to serve on a contract. Chapter
7 of the EPA Contracts Manual specifies the required training, experience, and workload limitations for an
individual to serve as a PO. OAQPS will adhere to these specifications. Two major tools to ensure that adequate
serviceis provided are a well-defined statement of work (SOW) and a QA Project Plan (QAPP) that includes
reviews (audits).

The QAM or DQAO assistsin this activity by providing knowledge and guidance on the QA requirements
and aspects of any potential project. The QAM or DQAO will also approve the QA review form that is discussed
in the next section.

4.2.1 Contracts

Contracts are used when the government derives sole benefit from a particular product or service. Contracts
can be specific and can require a degree of lead time for development. Depending upon the scope of the service,
QA attributes can be developed that must be adhered to under the terms and agreements of the contract. On May
17, 1996, the Director of OAQPS issued the revised QA Form and a guidance document for itsuse. The QA
Form must be used by the PO to determine if the contract will require environmental data operations (EDO) and,
if so, the form includes questions that will determine what QA activities will be required. The form must be used
when there is an EDO; if there is no data collection, it is required only for levels above the present small purchase
threshold. After the completed form is reviewed by the PO, the OAQPS QAM or DQAO must review and sign
it. Thisform can be found in Appendix B of this document.

Whenever the government enters into a contract, it is entitled to receive quality service. In order to define
and measure this quality, the PO must develop a SOW that will accurately define the minimum acceptable
requirements for the service. Thisisthe first step in the procurement process that helps to ensure that services
produce results or products of acceptable quality. The PO must succinctly state his or her expectations of the
product or service and must be able to communicate this to the supplier. Good communication between the PO
and the supplier of a product or service is essential to amutual understanding of what the expectations are and
how quality will be defined. Methods used to determine quality (audits, quarterly interviews, random inspections,
etc.) should be explained prior to project implementation so that the supplier will understand how quality will be
assessed. Supplement 2 to OMB circular A-76, A Guide For Writing and Administering Performance
Statements of Work for Service Contracts, provides good guidance for writing SOWs and on implementing QA
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surveillance plans. Another important source of informationisthe  EPA 1900-Contracts Management Manual
which specifies all required documents for developing contracts.

Part of the procurement process of certain types of large contracts include the use of a technical evaluation
panel (TEP). When this form of contracting mechanism is used to solicit contracts in which a significant percent
of the cost (> 25%) includes EDO, the TEP must include a QA representative, if possible, a representative from
the OAQPS division processing the contract. Part of the TEP responsibilities will include rating each potential
contractor against a standard set of criteria. A portion of this criteria can include various assessments such as on-
site audits and the analysis of performance evaluation materials. Prior to the solicitation for bid, it must be
determined what proportion of the TEP rating will be allocated to QA assessments. It is suggested that a
minimum of 5% of the overall TEP rating be allocated to QA.

Depending upon the type of contract used to acquire a service, different types of QA methods for determining
the quality of product or output may be used. However, in all cases, documentation is essential. POs are
responsible for documenting quality on aregular basis.

OAQPS personnel must be aware of the "personal services' type of work characterized by an employer-
employee relationship between government and contractor employees. These contracts areillegal in EPA.
Personal services conflicts arise when government employees assume the right to instruct, supervise, or control a
contractor's employee in how he or she performswork. It is the contractor's right to hire and terminate, to assign,
and to organize and implement tasks as the contracting organization deems appropriate. OAQPS may tell the
contractor what to do within the terms and agreements of the contract, but not  how to do it.

4.2.2 Assistance Agreements

Assistance agreements are used when both parties (EPA and the group providing the service) derive benefit
out of the service. This usually occurs with grants or cooperative agreements where universities or states derive
benefits from participating in EDOs. QA requirements are developed for all assistance agreements that include
EDOs. OAQPS follows guidelines developed inthe EPA Assistance Administration Manual (EPA-5700).

Assistance agreement SOWSs are usually developed jointly. However, once the SOW is completed, the
parties must also agree on the quality standards for assuring the product or service. It isthe responsibility of the
PO to be knowledgeable of the EPA QA policy and to represent these standards during the development of the
projects SOW.

Specia conditions are usually included in assistance agreements. The PO will list the conditions to which
project participants must adhere. One of these conditions relates to QAPPs. Any assistance agreement that
includes EDOs must include the following statement:

A quality assurance project plan must be submitted within 90 days of this agreement
and/or 30 days prior to commencement of any environmental data operations.
Implementation dates will be adjusted based upon the above conditions. Costs associated
with data collection are not allowable costs until the quality assurance project plan is
submitted, nor will costs be reimbur sed until the quality assurance program plan is
approved.
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5. Document and Records Management

Federal agencies are required to create and preserve Federal records containing adequate and proper
documentation of the organization, functions, policies, decisions, procedures and essential transactions of the
agency, and all records necessary to protect the legal and financial rights of the Government and of persons
directly affected by the agency’s activities (44 U.S.C. 3101).

Organizations that perform EDOs and management activities must establish and maintain procedures for
the timely preparation, review, approval, issuance, use, control, revision and maintenance of documents and
records. A document is any volume that contains information which describes, defines, specifies, reports,

certifies, or provides data or results pertaining to environmental programs. As defined in the

Federal Records

Act of 1950 and the Paperwork Reduction Act of 1995 (now 44 U.S.C. 3301), records are: "...books, papers,
maps, photographs, machine readable materials, or other documentary materials, regardless of physical form or
characteristics, made or received by an agency of the United States Government under Federal Law or in
connection with the transaction of public business and preserved or appropriate for preservation by that agency or
its legitimate successor as evidence of the organization, functions, policies, decisions, procedures, operations, or
other activities of the Government or because of the informational value of datain them.... " The terms documents
and records are often used interchangeably. This section will define OAQPS document and records management

procedures.

5.1 Elements of the System

OAQPS is devel oping a records management system to ensure that completed work meets EPA
documentation requirements. A draft document entitted  OAQPS Records Management Procedures will also be
completed that addresses procedures for document creation, maintenance, and disposition. It also establishes the
administrative structure of records management. The document will be implemented in FY 97 or 98..

OAQPS has a so developed arecord keeping document entitted OAQPSFile Plan. This plan alows
OAQPS staff to identify and file new information (study plans, reports, correspondence, etc.) The OAQPS staff
are responsible for preparing many different types of documentation, which are included under the following

primary categories in the OAQPS Files Plan:

Administrative and Management
Audiovisuals

Financial Management
Technical Support

Legal & Legidative
Technical Reference
Personnel

Public Affairs

Research and Devel opment
Privacy Act

Permits

Vehicles

Inspector General
Sampling Analysis

Budget

Program and Project Management
Grants, Contracts, and Agreements
Correspondence

Publications

Non-Point Source

Regulatory Development
Info/Computer Management
Payroll

FOIA

Property

Committees

Oversight and Audits
International Affairs

Under these primary categories are subcategories that cover all documents and records prepared or
received by OAQPS. Table 5-1 identifies the various OAQPS QA documents.



Table 5-1 QA Documentsfor Document/Recor ds Stor age

Document Title

Quality Management Plan

QA Report and Work plan

QA Project Plans

QA Report or Data Quality Assessments (DQA)

Standards Operating Procedures

QA Track

QA Form for Contracts

Guidance Documents

QA Steering Committee Reports

Audits
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OAQPS has identified an OAQPS records
management coordinator responsible for the
implementation and maintenance of the OAQPS records
management system. Thisindividual isresponsible for the
following activities:

» Ensuring training of OAQPS personnel on the use of
the filing system
»  Working with OAQPS staff to determine project
deliverables that will eventually be filed
» Ensuring maintenance of current document and
records files
» Developing, implementing, and maintaining a
document inventory
» Ensuring ayearly deliverables review with project
leads

Through development of the yearly action plan,
document requirements are identified, and leads
responsible for the development of the documents are
delegated. The project lead will be responsible for:

» Determining all deliverables under a project (planning documents, progress reports, final reports, etc.) and
deliverables that will require document control. This information should be forwarded to the OAQPS

document control manager

» Determining time lines for various stages of the document (outline, draft, final)
» Determining the appropriate review cycle (internal vs. external review)

» Determining the appropriate reviewers

» Registering and ensuring that all documents and records are incorporated into the OAQPS filing system

Although it is ultimately the responsibility of the project lead to file all pertinent documents and records, a
formal process that allows for an inventory of expected documentation is very advantageous. A list of expected
deliverables will be developed by the project lead. Thislist will serve as the basis for generating unique file
numbers for the documents and will serve as the basis for development of a checklist to ensure that all

deliverables are available.

5.2 Document Preparation, Review, and Approval.

Document preparation, review, and approva will be dependent upon the type of document being produced.
For example, an internal document will have different preparation, review, and approval requirements from an
external document. The process befitting each document will be determined by the task lead and hisg/her
immediate supervisor. The approval process for some QA documentation is discussed in Section 2. The peer

review process is discussed in detail in Section 9.
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6. Computer Hardware and Software

The Environmental Protection Agency's ability to fulfill its mission is dependent upon a strong
information technology infrastructure. Mission objectives rely on an infrastructure that is capable of supporting
environmental information and dynamic communication among EPA offices. One of the most critical
components of the EPA infrastructure isinformation technology (IT). The hardware, software, and
communications components that are encompassed by 1T form the foundation for environmental information and
EPA-wide communication. The management of IT, therefore, is critical to the success of the EPA.

The Office of Information Resources Management (OIRM) and the National Data Processing Division
(NDPD) are responsible for managing the EPA’s IT infrastructure and components. In that role, OIRM and
NDPD have established IT standards to manage and ensure that IT components integrate properly into the
infrastructure.

The Aerometric Information Retrieval System (AIRS) isthe primary database for OAQPS. The  AIRS
User’s Guide provides detailed information on the system, from points of contact, to codes, to validation of
database fields.

6.1 OAQPS Information Management System

All information management system devel opment, improvements, and updates will comply with
OARM’s System Design and Development Guidance, EPA Directive 2182, dated April 30, 1993, to include a
systematic and comprehensive dialogue among the data providers, data and system users, and system devel opers,
prior to the design of the system.

Itis OAQPS policy to work closely with the OIRM on all phases of system development, improvements,
and updates. During the operational phases of information management systems, OAQPS will comply with
requirements within OARM’s Operations and Maintenance Manual, EPA Directive 2181, April 30, 1993.
Compliance with the applicable information resource management standards will ensure that all hardware and
software configurations are tested prior to use, to guarantee they perform as expected and meet user requirements.

6.2 Hardware and Software Requirements

EPA Quality Assurance Requirements for Computer Hardware and Software Systems for
Environmental Programs EPA QA/R-10, will establish requirements for quality in the use of computer hardware
and software. Thisisaplanned item and there is no draft currently available. The document will be devel oped
jointly by ORD (QAD) and the OIRM. Target availability is undetermined.

EPA QA/G-10 Guidance for Implementing Quality Assurance Requirements for Computer Hardware
and Software Systems for Environmental Programs will provide non-mandatory guidance for assuring quality in
the use of computer hardware and software.  Thisis a planned item and there is no draft currently available.

The document will be developed jointly by QAD and the OIRM. Target availability is undetermined.

In addition to OARM’s System Design and Development Guidance and Operations and Maintenance
Manual, OAQPS will comply with OARM’s Delegation of Procurement Authority Guide. Thiswill insure that
purchased software will meet user requirements and will comply with IRM standards.
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OAQPS intends to comply with the above guidance and expects that appropriate requirements and

guidance for hardware, software, and configuration testing will be included in the upcoming EPA QA/G-10 and
EPA QA/R-10.

6.3 Data Standards

All Federal agencies are required to adhere to Federally mandated data standards and regulations. It is

the policy of OAQPS to comply with all applicable regulations, guidance, executive orders, and internal policy
documents concerning data standards. These include:

The EPA’sinformation data standards and regulations appear inthe  Catalog of Data Policies and
Standards, U.S. EPA, Office of Information and Resources Management, July 1991. It isthe
responsibility of each individual Program Office to be aware of the current standards and regulations.

The National Institute of Standards and Technology (NIST) develops standards and guidelines to achieve
the most effective use of Federal information.

The Federal Information Processing Standards (FIPS) are the Federal data standards for all data
exchange among agencies. Applicable FIPS are listed in the draft EPA document ~ Agency Catalog of

Data Policies and Standards, 21M-1019, July 1991.

The EPA Data Standards Program is established and documented inthe  Information Resources
Management Policy Manual. Within EPA, adherence to data standards policy is accomplished through

the direction of the OIRM.

In general, EPA’s data-related policies apply to all EPA organizations and personnel, including

contractors, grantees, Senior Environmental Employee Program participants, fellows, and other personnel
assigned to EPA who design, implement, and maintain information management systems for OAQPS and EPA.
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7. Quality Planning

It is OAQPS policy to plan its programs and projects effectively. Quality planning must occur at three
levels to ensure that OAQPS meets its programmatic and quality goals: (1) Office-wide, (2) program-specific,
and (3) project-level. OAQPS participates in Agency-wide planning through its contribution to the OAR
operating plan.

7.1 Office-wide Planning

The OAQPS operating plan, developed by OAQPS and its divisions planning staff, is the foundation upon
which all programmatic activities and corresponding EDOs are based. Annual program plans, tied to the budget
process, identify the types of EDO that should occur.

OAQPS provides input into the Office of Air and Radiation (OAR) information resources management
(IRM) strategic plan. The IRM plan reflects the Office-wide goals outlined in the OAQPS operating plan. The
plan identifies the automated data processing hardware, software, full time employees, and type and quality of
data needed to meet the OAQPS QA objective. The plan also identifies annual program priorities.

As part of the QAARWP, OAQPS will outline planned operational activities in those areas where the
organization will focus its quality management efforts for the upcoming year. OAQPS determines those areas on
which it will focus its efforts by reviewing activities from the previous year. Based on this review and on the
available budget, OAQPS will include in the QAARWP plans to correct any deficienciesin its quality assurance
activities.

OAQPS must increasingly coordinate the collection and use of environmental data and related activities

across many EPA, Federal, state, local, academic, and private organizations. This close coordination is essential
to ensure that data are of known type and quality and can be shared where DQOs are similar.

7.2 Program-specific Planning

Programs are functional work areas authorized by statute and Congressional direction. The OAQPS
programs covered by this QM P include the following:

. attainment and maintenance of National Ambient Air Quality Standards
. regulation of Hazardous Air Pollutants

. permit programs and New Source Review

. information transfer

. technical support

7.3. Project-level Planning

A project is an organized set of related activities within a program. When a program begins a project, the
initiating program will organize a project team. If the project involves environmental data operations, the team
should include members who have knowledge or experience in the following areas. sampling, analysis, statistics,
and QA/QC. Itisthe responsibility of the team leader and his/her supervisor to ensure that these areas of
expertise are adequately represented on the team. All projects will be subject to the same requirements, whether
they are done extramurally or intramurally.
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Asdiscussed in Section 2 above, the DQO process should be the primary tool used by the team to plan projects.
The DQO process will be used to answer the following questions.

1. What isthe problem, and how does it relate to the OAQPS mission?

»  Oral statements of the general problem are narrowed into succinct questions that are
unambiguous and can be answered with specific data.

2. Once the questions are defined, what are the variables to answering the questions?

» Usethe smallest sets of variables necessary to answer the specific questions raised in
question 1.

» Assemblethe variablesinto precise objectives that illustrate how the measurements will be
made to answer the question.

3. What isthe allowable level of uncertainty that still enables the question to be answered?

» Thisstep is necessary for the development of sampling design (e.g., where to sample, how
many samples to collect, methods of analysis, etc.)

» Thisstep isalso necessary to develop a QA program to reduce the uncertainty to allowable
limits.

4. Who are the customers, and what are their expectations?

»  The plan must identify what types of information are needed (e.g., summary information,
detailed trends, graphs, etc.)

» Thisinformation will help the project leaders in focusing the project objectives and in
determining the required data quality.

5. Who are the suppliers, and what are their responsibilities?

» Details on the organizations participating in the project and on their responsibilities are
required to ensure that important phases and operations of the program are not overlooked.

»  Project phases normally include the following: management, design, planning and
budgeting, implementation, method development, information management, reporting, and

QA.

»  Planning documentation should identify the personnel responsible for these phases, and these
individuals should be included in all planning meetings.

Documentation of the project is critical and is discussed in detail in Section 5 above. While the data from
aproject may be technically sound, inadequate documentation can cast doubt on the data and make it difficult, if
not impossible, to defend. The documentation must address all phases of the EDO. All EDOs should include a
work plan, a QAPP, a QA report, and afinal report. The work plan would include information on the project
phases mentioned above; the QA PP would include information presented in Section 2; the QA report would
provide an assessment of the data quality (as documented in the QAPP); and the final report would provide



OAQPS
Section: 7
Revision: 03
Date: 6//96
Page: 30of 3

information satisfying the project objectives. The QA documents do not necessarily have to be separate
documents but can be included in the study plan (QAPP) and the final report (QA report). As part of project
planning, project leads will develop time lines for the development, review, and completion of required
documentation. OAQPS is committed to the Agency policy of peer review. The OAQPS peer review procedure
is described in detail in Section 9.6 below. Team Leaders should be familiar with this policy. The Team Leader
should also identify appropriate reviewers of the documentation.

When project teams acquire secondary data, the data must be qualified before they are used. Secondary
data are data from sources other than EPA or are data collected by EPA that are being used for a purpose other
than that for which they were collected. The DQO process will be used to qualify secondary data. The project
team must answer the following questions:

«  What kinds of decisionswill be based on these data?
Data may form the basis for an emission standard or an emission factor or may be background

information.

»  What are the key data that drive the decision?
The secondary data may be the only available data or may merely supplement existing data collected

by EPA.

»  What isthe alowable level of uncertainty?
This step is necessary to develop the design for the data assessment.

After establishing the acceptable level of uncertainty, the appropriate statistical analyses will be done to
determine if the data are acceptable.
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8. Implementation of Work Processes

The procedures described in this Section on the implementation of work process must be followed within
all Divisions of OAQPS. Within this Section, the implementation of programs will be discussed through the use
of the Quality Management Plan (QMP), the Quality Assurance Annual Report and Work Plan (QAARWP), and
Standard Operating Procedures (SOPs), with the proper levels of management participation and approval
identified. Project implementation will also be considered by focusing on the implementation of the Quality
Assurance Project Plan (QAPP).

The QMP will be aliving document that is revised annually to reflect any changesin policy and/or
implementation of OAQPS's procedures.  Full review of the QMP, with approval from the Quality Assurance
Division (QAD), will occur every five years, with yearly changes only receiving OAQPS management approval
and QAD notification. Any revisions that occur to the QMP will be documented, and notice will be given to all
OAQPS staff. More detailed information about specific areas of concern are addressed in the other sections of
this document.

8.1 Program I mplementation

OAQPS developed the QMP as a means of documenting how an organization will plan, implement, and
assess the effectiveness of quality assurance (QA) and quality control (QC) operations applied to environmental
programs. All Divisions within OAQPS are responsible for their implementation of the QMP.

The level of management required is decided by program managers within a program area. Areas that
need further development or consistency shall be addressed through SOPs. A SOP is a written document that
details the method for an operation, analysis, or action with thoroughly prescribed techniques and steps, and that
is officially approved as the method for performing certain routine or repetitive tasks. Further details on SOPs
can be found in section 2.1.5 of this document. SOPswill be developed by subject-specific workgroups with
required levels of staff and management approval. They should usethe Agency guidance  EPA QA/G-6)
Guidance on Standard Operating Procedures for Environmental Data Operations to ensure consistent
conformance with organizational practices, serve as training aids, provide ready reference and documentation of
proper procedures, reduce work effort, reduce error occurrences in data, and improve data comparability,
credibility, and defensibility.

All EPA organizations conducting environmental programs that have a QM P must submit an approved
QAARWP to the director of the Quality Assurance Division (QAD) by November 1 each calendar year. The
purpose of the QAARWP is to inform Agency senior management about the status and effectiveness of the
organization’s QA program. The QAARWP documents the findings of management’ s assessment of the
organizations's Quality System, documents performance during the immediate past fiscal year, and provides the
work plan for the upcoming fiscal year’s priorities for the organization’s quality system. The quality systemisa
structured and documented management system describing the policies, objectives, principles, organizational
authority, responsibilities, accountability, and implementation plan of an organization for ensuring quality in its
work processes, products (items), and services.

8.2 Project Implementation

Itis OAQPS policy that al decisions and work involving the use of environmental data be supported by
aQAPP. The QAPPisaforma document describing in comprehensive detail the necessary QA, QC, and other
technical activities that must be implemented to ensure that the results of the work performed will satisfy the
stated performance criteria. The QAPP provides a project/task-specific blueprint of how QA and QC are applied



OAQPS
Section 8
Revision: 01
Date: 6/96
Page 2 of 2

to an environmental data operation to assure that the results obtained are of the type and quality needed and
expected. OAQPS will use the QAPP for the implementation of work associated with environmental data
collection. The Work Assignment Managers (WAMs) and DQAOSs, in this order, are responsible for approval
and implementation. Their immediate supervisors are responsible for ensuring the WAMs and QA Os perform
these duties in compliance with the specific regulations and guidance.
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9. Assessment and Response

The Office of Air Quality Planning and Standards uses assessments to evaluate and improve the quality
of environmental data operations. The assessments are an independent process of evaluating the ability of an
organization to function as documented. The assessments help ensure the integrity of environmental data
collection programs. These collected environmental data are the basis for regulatory and guidance devel opment
and for compliance assessment, across and the entire Agency.

OAQPS plansto use EPA QA/G-7 Guidance for Determining Quality Training Requirements for
Environmental Data Operations to develop training requirements for those involved in assessment and response
activities, including management systems reviews and audits. Until that guidanceis available, the OAQPS
Supervisors must use their judgement to ensure that each time they assign someone to an assessment and
response activity, the individual assigned has the correct technical expertise; and the appropriate audit and/or
management systems review training.

9.1 Management Systems Reviews

A management systems review (MSR) is the qualitative assessment of a data collection operation and/or
an organization(s) to establish whether the prevailing quality management structure, policies, practices, and
procedures are adequate for ensuring that the type and quality of data needed are obtained. It isaso an on-site
evaluation by the organization’s senior management to assess the organization’s internal management structure
and its documents to determine whether the organization is implementing a satisfactory QA program. It isused
to determine the effectiveness of, and adherence to, the QA program and the adequacy of resources and personnel
provided to achieve and ensure quality in all activities.

The MSR includes reviews of:

»  Procedures for developing DQOs.

»  Procedures for developing and approving QA project plans (QAPPS).

» Thequality of existing QAPP guidance and QAPPs.

»  Procedures for developing and approving standard operating procedures (SOPs).

»  Procedures and criteria for designing and conducting audits.

»  Tracking systems for assuring that the QA program is operating, and that corrective actions
disclosed by audits have been taken.

*  The degree of management support.

» Responsibilities and authorities of the various line managers and the quality assurance program
manager for carrying out the QA program.

Those OAQPS personnel involved in MSRs are recommended to take the management systems review
course offered through QAD.

9.1.1 OAQPSMSR

An M SR of the QA program will be conducted at a minimum of once every three years; and more
frequently if serious deficiencies exist. The review should occur between the months of March and May, to
allow results to be documented in the Quality Assurance Annual Report and Workplan (QAARWP). Therefore,
planning for the review should begin in January or early February of the year of the review.

In order to achieve the MSR’ s objectives, the review should be conducted by an individual somewhat
independent of the organization but still with a"stake" in seeing improvement. Since OAQPS cooperates with



OAQPS
Section 9
Revision 01
Date: 6/96
Page 2 of 8

many agencies, alead could be selected from one of the cooperators. The lead could then choose a review team
from OAQPS senior management who would assist in planning, scheduling, and implementing the review. The
review team would determine the scope of the review, which would include reviews of the bullets mentioned
above. An audit plan should be developed.

The team will present its findings in areport directed to OAQPS management. Information on the
results of the MSR will also be reported in the QAARWP. Action items on any deficiencies will be developed
and discussed in this report and will become goals for improvement. Review of progress on actions items will be
discussed at management meetings and subsequent QAARWPSs.

9.1.2 External MSRs

Various groups within OAQPS work cooperatively with the EPA Regionsin order to implement major
data collection activities (i.e., Ambient Air Monitoring Program). Group leads will be responsible for
determining what M SRs are required, and at what frequency they should be implemented. Each year, the QAM
will be responsible for contacting group leads to determine the M SRs that will be conducted and to incorporate
this information into the QAARWP. External MSRs will be conducted in the same manner as the internal
OAQPS MSR.

9.2 Surveillance

Surveillance is a continual, or at least frequent, monitoring and verification of the status of an entity and
an analysis of records to ensure that specified requirements are being fulfilled. It occurs when the product user
oversees the actions of the producer, on areal-time basis, during development of the product. One purpose of
surveillance is to identify potential problems as quickly as possible, and to institute corrective action such that a
suitable product is developed for the user. Effective use of surveillance will reduce the negative impact on both
producer and user in developing an acceptable product. A traditional environmental data collection scenario is
assumed for illustrative purposes; however a similar producer/user concept should be used for other OAQPS
products. There are two types of problems which can be uncovered during surveillance.

The first type of problem isfailure of the producer to adhere to the previously agreed-upon quality
measures documented from the DQO process. This type problem should be infrequent, but can be costly. Itis
the responsibility of the surveillance personnel to promptly notify the producer’ s on-site representative of the
specific quality measure allegedly violated, and to explain why continued violation could adversely affect product
quality. It isthe producer’s responsibility to confirm the violation and to propose corrective action. If thereis
failure to agree that a violation has occurred, it is still the producer’ s responsibility to propose and explain why
the aternative will be acceptable, and to document corrective action acceptable to the user. For atraditional data
collection effort, one corrective action isto abort and come back another time. Other, less severe, alternatives are
usually more cost effective.

The second type of problem identified through surveillance is the discovery of additional technical
refinements that would make the product more useful or less costly to produce. It isthe responsibility of both the
producer and the user representative to discuss these type of problems as time permits. It is the responsibility of
the person conducting the surveillance to document these discussions and to submit suggestions to both user and
producer management for improvement of future similar projects. In general, unless technically required to yield
an acceptable product or planned for in advance, the data gathering effort should not change “on the fly”. The
negative effect caused by upsetting effective staff training, equipment availability, and staff scheduling in
gathering the data usually outweigh, the benefits to improved product quality, if the data collection effort has been
adequately designed.
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It isthe responsibility of the surveillance user to determine when surveillance isjustified. Surveillance
isalabor-intensive and costly tool. Accordingly, the surveillance tool should be reserved for sensitive data-
gathering projects. Data gathering can be sensitive for technical reasons, such as those involving large numbers
of critical simultaneous measurements, establishing correlations with key process operations, or using
experimental test methods where future refinements are likely to be needed. The data-gathering effort may also
be sensitive for political reasons, such as an uncooperative host site or no clear consensus among stakeholders as
to what the data will represent.

It isthe duty of surveillance user staff to estimate the cost and to identify the technical and perceived
political situation. It isthe responsibility of the user group leader, acting in conjunction with OAQPS senior
management, to confirm the political implications of the project, to provide a mechanism to balance the potential
benefits with potential benefits of spending the resources on other projects, and to commit appropriate resources.

Because the effective use of surveillanceis largely based on the subjective evaluation of the person
conducting the surveillance, it isimportant that the person chosen have sufficient knowledge of both the
production process and the product application process. In OAQPS environmental data operations that typically
support regulatory development, this means a knowledge of test methods being applied, ability to analyze the
significance of unanticipated deviations from the agreed data collection plan due to deviations from test methods
or process operation, skill in matching a fixed budget with desire to obtain complete data sets, and skill in
effective verbal communication. It isauser and producer management responsibility to establish a systematic
method of choosing qualified surveillance personnel.

9.3 Technical Systems Audits

Technical systems audits (TSAS) are athorough, systematic, on-site, qualitative audit of facilities,
equipment, personnel, training, procedures, record keeping, data validation, data management, and reporting
aspects of asystem. TSAs are also qualitative on-site evaluations of a complete phase of an EDO (i.e., sampling,
preparation, analysis). This audit can be performed prior to the data collection activity, in order to verify the
existence, and to evaluate the adequacy, of equipment, facilities, supplies, personnel, and procedures that have
been documented in the QAPP. TSAs are also employed during the data collection activity in order to verify and
evaluate the EDO.

OAQPS will perform TSAsfor all EDOs of category 1 and 2, as defined in Section 2 of this document.
The number and frequency will be dependent on the length of the project and on the evaluations of prior audits.
The frequency should al so be described in the contract scope of work and/or work assignment and should be
described in the contract QA Form, in order for the organization performing the work to have knowledge that this
type of activity will be performed.

A TSA at the beginning of each project is advantageous. The audit should be conducted approximately
one week after start-up, to allow the data collection personnel to develop aroutine. Audits will be scheduled by
the Program Manager/WAM who is responsible both for devel oping an audit plan and for documenting audit
results.

9.4 Audit Plan

Audit planning is a necessity in order to conduct efficient audits. An audit plan for al types of audits
will include the following items:

e Audit title
e Audit number -  Year and number of audit can be combined, asin 91-1, 91-2
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» Dateof audit

» Scope- Establishes the boundary of the audit, and identifies the groups and activities to be
evaluated. The scope can vary from agenera overview, to total system, to part of
asystem, and will effect the length of the audit

*  Purpose- What the audit should achieve

e  Standards- Standards are criteria against which performance is evaluated. These standards
must be clear and concise and should be used consistently when auditing similar
facilities or procedures. The use of audit checklists are suggested to assure that
the full scope of an audit is covered and provides consistency when auditing the

same activity more than once

e Audit team - Team lead and members

* Auditees- People who should be available for the audit from the audited organization. This
should include the program manager, principal investigator, organization QA
representative(s), other management, and technicians as necessary.

»  Documents - Documents that should be available in order for the audit to proceed efficiently.
Too often,documents are asked for during an audit, when auditors do not have the
time to wait forthese documents to be found. Documents could include QMPs,
QAPPs, SOPs,GL Ps, control charts, raw data, QA/QC data, previous audit
reports, etc

* Timeline- A timeline of when organizations (auditors/auditees) will be notified of the audit
in order for efficient scheduling and full participation of all parties.

The audit plan document is not a major undertaking and, in most cases, will be a one-page table or
report. However, the document represents thoughtful and conscious planning for an efficient and successful
audit. The audit plan should be made available to the organization audited, with adequate lead time to ensure that
appropriate personnel and documents are available for the audit.

9.4.1 Audit Reporting

A debriefing will occur at the completion of the audit. Positive and negative aspects of the audited
activity will be discussed among the audit team and management of the area audited, and, if necessary, the
technical personnel performing the measurement activity. Copies of the draft audit summary and findings should
be provided to all those in attendance. Necessary action to improve the measurement system/organization will be
discussed with audit participants.

In the case of TSA, DQAs and PEs, the reporting responsibility rests with the Program Manager/WAM,
though he/she may not be the review team lead for the audit. Reporting MSRs is the responsibility of either the
review team lead or an appointed designee. The report will include:

» Audit title and number and any other identifying information

»  Names of audit team leaders, audit team participants and audited participants

»  Background information about the project, purpose of the audit, dates of the audit, particular
measurement phase or parameters that were audited, and a brief description of the audit process

*  Summary and conclusions of the audit and corrective action

»  Attachments or appendices that include all audit evaluation forms and audit finding forms

The audit report should be completed within five working days of completion of the audit. TSA, DQA,
and PE reports will be reviewed, signed by the Program Manager/WAM and  Project Officer, and filed according
to the information in Section 5 above. M SR reports will be reviewed, signed by the audit lead and the OAQPS
Director and filed both in the Director’s office (see Section 5) and with the QAM. It isthe responsibility of the
review team lead to forward audit reports to the appropriate participants. The audit report should have restricted
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distribution, in order to foster constructive working relationships. When significant concerns are identified on
audit-finding forms, a meeting will be scheduled with the appropriate parties.

9.4.2 Response Actions

The audit reports will be discussed with the audited organization, and action(s) necessary to rectify and
control the situation will be developed. Line management may be asked to assist in problem resolution, as
necessary. For each audit-finding form, an audit-finding response form will be developed to track corrective
actions. Thisinformation will be included in the audit file. The Program Manager/WAM Officer (TSAs, DQASs
PEs) or the OAQPS Director (MSRS) is responsible to ensure compliance with the corrective actions. If major
deficiencies are found, follow-up audits may be required and should be discussed.

9.5 Performance Evaluations

A PE isatype of audit in which the quantitative data generated in a measurement system are obtained
independently and are compared with routinely obtained data, to evaluate the proficiency of an analyst or
laboratory. Itisaso away of testing (evaluating) alaboratory’s or field collection ability to accurately determine
the concentration of environmental monitoring samples. PE programs are devel oped as atool to help ensure the
quality of the Agency’s environmental data operations. PE programs are important because environmental data
are used as a basis for regulatory and guidance development and for compliance assessment across the Agency.
PE programs are strongly supported and used by the Regions, States, and local agencies. PE studies will be akey
component of the National Environmental Laboratory Accreditation Program now being developed by the
Agency-wide Environmental Monitoring Management Council.

The PE program consists of ambient air and source emission evaluations. OAQPS will send a participant a
sample of unknown concentration. The participants perform aroutine analysis during standard operations and
report back to OAQPS this assessment of the sample. The participants value is compared with the true certified
(ORD, NIST, etc.) value. If the differenceis outside of a stated known quality assurance acceptable limit, the
participant is asked to further evaluate this performance for any known deviations or abnormalities. If no reasons
are found for the deviations, the data are identified as being outside of the stated known quality assurance range
for that particular pollutant.

9.5.1 Ambient

The National Performance Audit Program (NPAP) is anational program required by regulation and
consisting of approximately 4,835 ambient air pollution monitors in the ambient air network comprising the State
and Local Air Monitoring Stations (SLAMS), National Air Monitoring Stations (NAMS), Photochemical
Assessment Monitoring Stations (PAMS), and Prevention of Significant Deterioration (PSD) sites. The PAMS
were added to NPAP in 1995. The NPAP audits are accomplished using a variety of mailable audit systems. The
participants use these audit systems to generate pollutant concentrations and flowing air streams, which are then
introduced into their sampling system. The pollutant concentrations and air stream flow rates are unknown to the
audit participants. The outputs from the sampler that result from the use of the audit system are recorded on a
data form, returned to EPA, and compared with the concentration or flow rate that should have been generated by
the audit system under the environmental conditions at the site. The differences between the EPA expected
(certified) values and the NPAP participants reported values are cal culated and are returned to the participant.

The NPAP is operated by the National Exposure Research Laboratory (NERL) with technical contract
support. The NPAP' s goal isto provide audit materials and devices that will enable EPA to assess the
proficiency of agencies that are operating monitorsin the SLAMS, NAMS, PSD, and PAMS networks. To
accomplish this, NPAP has established acceptable limits or criteria for each of the audit materials and devices
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provided in the program. All audit devices and materials used in the NPAP are certified as to their true value, and
that certification is traceable to a NIST standard material or device, wherever possible.

9.5.2 Source Emission

On November 15, 1990, the Clean Air Act (CAA) was amended, and a list of 189 compounds that are
considered to be Hazardous Air Pollutants (HAPs) was included. These pollutants are to be regulated through the
development of Toxics Methods, which include MACT (Maximum Achievable Control Technology) Standards
and New Source Performance Standards (NSPS).

In support of these Federal regulations, audit materials are developed, validated, and provided to state
and local agenciesto ensure high quality source emissions compliance data. These performance evaluation
samples have traditionally been requested from the Stationary Source Compliance Test Coordinator of EPA’s
National Exposure Research Lab in Research Triangle Park , NC by the regulatory agency for whom the
compliance test is being conducted.

When the request is received, the coordinator selects the audit materials to be used and directs the
contractor maintaining the inventory of audit materials to send the audit samples to either the requesting
organization or to the test site. The samples are sent via ground transportation with all the shipping costs prepaid
by the EPA contractor. The organization being audited takes a gas sample from each audit cylinder using its
Method sampling system and analyzes them, as unknowns, in the same manner as its stack samples. At the
completion of the audit, the audit results are returned to the EPA WAM by the regulatory agency representative,
and the audit cylinders are returned to the contractor responsible for maintaining the inventory.

The development of source emissions methods is currently being converted to an in-house research
program supported by ORD scientists. The current “acceptable” validation of a source emissions method
includes the validation of the method first in the laboratory and then at two field locations with different source
emissions. This process, depending of species of interest, is resource intensive for ORD support and will require
an agency initiative to provide necessary resources.

9.6 Audits of Data Quality

Many important EPA decisions are based on the nationwide monitoring data obtained by the state
and local agencies. Data collected and reported to the Agency’s Aerometric Information Retrieval System
(AIRS) are used by the EPA to aid in planning the Nation’s air pollution control strategy and to measure
achievement toward meeting National Ambient Air Quality Standards (NAAQS). Further, the datain AIRS are
made available to numerous requestors, who may use the data for various research projects, specia studies, or
other purposes.

The quality of national monitoring data should be determined and made known to all data users to assure
their most knowledgeable and effective use. The Code of Federal Regulations (CFR), Part 58, directs that
precision and accuracy checks be incorporated by state and local agenciesto verify the quality of the collected
data. Precision isdefined in 40 CFR Part 58, Appendices A and B, in the sense of “repeatability of measurement
values under specified conditions’. Accuracy is defined in 40 CFR Part 58, Appendices A and B, in the sense of
ameasure of “closeness to the truth”. Section 3 of Appendix A requires that measures of data quality be reported
on the basis of “reporting organization”; these are defined as either a State or a subordinate organization within a
State that is responsible for a set of stations monitoring the same pollutant and for which precision and accuracy
assessments can be made. States must define one or more reporting organizations for each pollutant, such that
each monitoring station in the State SLAMS network is included in one, and only one, reporting organization.



OAQPS
Section 9
Revision 01
Date: 6/96
Page 7 of 8

The stated guideline for determining compliance with precision and accuracy requirementsis found in
the Quality Assurance Handbook, VVolume 2, Section 2.0.11, which states, “ As agoal, the 95% probability limits
for precision (all pollutants) and TSP accuracy should belessthan  + 15%. At 95% probability limits, the
accuracy for all other pollutants should be lessthan  + 20 %.” The precision and accuracy data are found in the
EPA AIRS Air Quality Subsystem, precision/accuracy reporting organization summary report for criteria
pollutants. The precision and accuracy data are submitted to the EPA AIRS and are categorized by Reporting
Organizations (RO,) and then further categorized by Region and State. The precision and accuracy data can be
disaggregated by year and then by subsequent quarters of years. OAQPS is developing a program for
incorporating the use of the these datain an overall assessment of data quality.

9.7 Peer Review

Peer review is well established as a mechanism for assuring the quality, credibility, and acceptability of
both individual and institutional work products of technical and scientific nature. OAQPS utilizes two integrated
mechanisms for implementing effective peer review, its Standard Operating Procedures (SOPs) document and a
Peer Review Implementation Work Group.

The SOP document formalizes the procedures that OAQPS uses for peer review of scientific and
technical work products. This SOP is intended to guide the peer review process in away that maximizes the very
real benefits of ensuring that OAQPS products are founded on sound science and engineering principles while not
establishing impediments for timely development and issuance of work products. Appendix C of the SOP lists
(by peer review category) representative technical activities/products produced by OAQPS over the past three
years. Appendix D records the specific peer review decisions made in OAQPS over the past year; thislistis
updated annually. An attachment to the SOP, entitled  Alternative Peer Review Approaches for Survey, catalogs
avariety of approaches for obtaining both peer review and peer involvement for scientific and technical work
products associated with regulatory and other policy decisions at EPA. Supplementary information on peer
review procedures for major scientific or technical products defined in the SOP can befound inthe  Office of Air
and Radiation Standard Operating Procedure for Peer Review of Major Scientific and Technical Documents.

The OAQPS Peer Review Implementation Work Group was created to oversee implementation of the
OAQPS SOP within each division; periodically to review and, as needed, to make recommendations for
modifying the SOP; and to serve as principal liaison between the Science Policy Council and OAQPS in relation
to peer review issues. Members of the OAQPS Peer Review Implementation Work Group are identified in
Appendix B of the OAQPS Peer Review SOP. Specific responsibilities of the members are denoted in Section
V.B of the SOP.

9.8 Readiness Review

Readiness is a predictive measure of ones ability to deliver a product or service in atimely and effective
manner at some futuretime. Unlike surveillance, which focuses on whether the agreed-upon events are actually
happening, readiness review focuses on the preliminary events that, if complete, are assumed to be strong
indicators that the main event (e.g., a data collection activity) has a reasonable chance of being delivered
successfully. Hencein OAQPS, readiness reviews are most likely effective when sufficient similar products are
delivered to allow development of a checklist of key prerequisites.

Because the effective use of areadiness review islargely based on the subjective evaluation of the
person conducting the review, it isimportant that the person chosen have sufficient knowledge of the production
process and of the product application process. It isthe producer management responsibility to establish a
systematic method of choosing qualified personnel. It isthe responsibility of the personnel conducting the
readiness review to report findings to the producer management. It isthe responsibility of the producer
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management to assure that corrective action is devel oped and implemented when indicated.

9.9 Data Quality Assessment

Data quality assessment (DQA) is the statistical analysis of environmental data, to determine whether

the quality of data is adequate to support the decision. Data are appropriate if the level of uncertainty in a
decision based on the data is acceptable.

The DQA processis described in detail in - Guidance for the Data Quality Assessment Process, EPA

QA/G-9 (Final Draft due Summer 1996) and is summarized below.

1

Review the data quality objectives (DQOs) and sampling design of experiment (DOE): review the DQO
and develop one, if it has not already been done. Define statistical hypothesis, tolerance limits, and/or
confidence intervals

Conduct preliminary data review. Review Precision & Accuracy (P& A) and other available QA reports,
calculate summary statistics, plots and graphs. Look for patterns, relationships, or anomalies

Select the statistical test: select the best test for analysis based on the preliminary review, and identify
underlying assumptions about the data for that test

Verify test assumptions: decide whether the underlying assumptions made by the selected test hold true
for the data and the consequences.

Perform the statistical test: perform test and document inferences. Evaluate the performance for future
use

Thisisan iterative processin that, if at any step the decision is not to go to the next step, then the previous steps
arerevisited.
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10. Quality I mprovement

The intent of this Section of the QMP isto develop and foster the concept that quality assurance isthe
philosophy that, in all work functions, OAQPS should be continually striving for improvement. This Section
describes how OAQPS will detect and prevent quality problems and describes the process for ensuring
continuous improvement. This process will be discussed for both program and project levels.

10.1 Program Review and | mprovement

OAQPS Management has recognized the importance of program review and, with its last reorganization,
has incorporated a Program Review Group into the Information Transfer and Program Integration Division. The
Program Review Group manages the review of major air programs that cut across Division, Office, and Agency
lines. The Group establishes criteria for evaluating programs and works closely with other OAQPS Groups and
programs, as well as other Headquarters, Regional, state/local and other organizationsinvolved, to determine the
scope of benchmarks and measures of progress. The Group works closely with all levels of the air program, to
assess program strengths and weaknesses and to assist in the development and implementation of program
improvements.

In addition, the QA Team meets regularly to discuss cross-cutting issues and to look at ways of
improving the organizational philosophy about QA. Of particular benefit is the representation of al the Divisions
within OAQPS on the QA Team. This provides unique views of the QA process and of what programs it applies
to. By discussing new aspects of QA, the Team has the opportunity to continuously improve the individual
programs.

OAQPS Management will rely on the regular internal program reviews undertaken by the Program
Review Group and on the issues identified by the OAQPS QA Committee as key mechanisms to identify areas of
concern. OAQPS Management will a so encourage the QAD to conduct Management System Reviews at |east
every three years as an external program review. Any deficiencies identified through any of these mechanisms
will be addressed through the devel opment of appropriate action plans, which could include revision of the QMP,
if necessary.

The QMP isreviewed by the QA Team in order to determine if the document remains relevant to the
OAQPS mission. The Quality Assurance Annual Report and Work Plan (QAARWP) serves as the assessment
mechanism and the blueprint for the next year’s actions at improving programs and at implementing any QM P
revision needed to address changes to the OAQPS mission .

10.2 Project Reviews and | mprovement

Project reviews can be accomplished using the tools described in Section 9. There are two types of
project reviews. The goal of the first type of project review isto detect and correct conditions that could adversely
compromise the ability to use the products for its intended purpose. This goal will be accomplished by
employing the principals of data quality objectives in the planning phase of the project, to trandate the user’s
needs into defined product characteristics that, if met, both user and producer agree will satisfy the user’s need.
Thiswill be documented and will form the basis for determining the success of the project. It isthe duty of the
project staff lead responsible for producing the product to assure that this documentation is developed and its
goalsmet. For traditional environmental data operations, thisistypically called a QAPP, or Site Test Plan. For
products such as aregulation, this simile should be emulated, but the measures of success will usually be more
global and will include policy measures aswell. It isthe duty of the user staff lead to review and (ultimately)
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approve the proposed specifications prior to the start of the project, to provide timely notification to both the
producer and his’/her Group Leader if project needs change that could require product changes, and to promptly
notify the producer if there is a problem with using the finished product. It isthe user Group Leader’s
responsibility to resolve potential budget increases that result. Where the producer and user are both in OAQPS,
it is the responsibility of the producer and user Group Leaders to assure that a systematic processisin place to
accomplish the goal of timely detection and correction of conditions that could adversely compromise the
product’s end use. It isthe responsibility of the OAQPS senior management and Division Directors to provide a
work atmosphere that encourages this process and, when the user is outside of OAQPS, to take on the role of key
user (decision maker) during the planning phase, to assure that the measures by which success of the project will
be judged are conveyed to the project lead. There will be a data quality assessment made at the end of the
project, to assure that the measures of success are met and to provide input to the second type of project review.

The goal of the second type of project review isto look for ways to assure that the customer receives
future products within the required time frame, at acceptable quality, and for less cost (continuous process
improvement). It isthe responsibility of the OAQPS senior management and Division Directors to provide both a
work atmosphere that encourages process improvement and a budget system that documents and rewards cost-
saving innovation. It isthe responsibility of the Group Leader to assure that a systematic process isimplemented
that categorizes typical work products of the group, documents historical costs, assesses the potential for process
improvements, and assures the implementation of improvement recommendations resulting from this systematic
process. It isthe responsibility of the project staff to actively participate in this systematic process by offering
suggestions and by implementing recommended process improvements.
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The following provides a brief description of the functions of the various groups in the OAQPS
divisions, including the Office Management. This information was developed in the spring of 1994, during the

Offices reorganization.
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OAQPS Main Office Staffs

Washington Operations Staff

The Washington Operations Staff, under the supervision of the Staff Director, serves asthe primary
liaison between EPA headquarters and the OAQPS Immediate Office, coordinating information and
communication on issues of importance to OAQPS and Agency managers, representing OAQPS in meetings and
discussions, and ensuring timely processing of OAQPS productsin Washington.  Specifically, the Staff:

° Facilitates communication and information flow on program and policy issues between Washington HQ
and OAQPS

° Tracks and ensures OAQPS policy, regulatory, and other key packages proceed through review process
in atimely fashion

° Serves as OAQPS representative when necessary in meetings and discussions in Washington with
officials from EPA Headquarters, other Federal agencies, industry, and State, national and international
organizations

° Monitors and analyzes Agency activities which affect OAQPS programs and policies

Planning, Resources, and Regional Management Staff

The Planning, Resources, and Regional Management Staff, under the supervision of the Staff Director,
manages the devel opment of program goals, objectives and plans and devel ops systems for monitoring and
assessing program progress, including Headquarter, Regional, State & local resource and program management
systems. It manages program resources, including budget, contracts, and human resources, and coordinates cross-
cutting administrative support services. It also facilitates communication between OAQPS and Regions, States
and local agencies on program issues. Specifically, the staff:

° Manages long-range and strategic planning processes

° Develops and manages OAQPS portions of Headquarters and Regional program progress tracking
systems (e.g., Program Specific Guidance, Memorandums of Agreement (MOA))

° Manages budget formulation and execution for OAQPS portions of Headquarters & Regional resources
and State grants

° Facilitates communication and cooperation between OAQPS and Regional offices and States and local
agencies on resource, planning, and program issues

° Coordinates regional program reviews

° Coordinates Office-wide human resource initiatives (e.g., training, development, human resource mini-
council)

° Coordinates OAQPS contracts and other extramural resource management processes and ensures that

adequate fiscal controls are maintained
° Manages office-wide administrative support services
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Groups under the Environmental Monitoring and Analysis Division

Air Quality Trends Analysis

The Air Quality Trends Analysis Group, under the direction of the Group Chief, is responsible for
tracking and analyzing ambient air quality trends and gathering, producing and distributing information on
progressin air quality. Specifically, the Group:

° Manages the development environmental trends and other statistical analyses, especially for air quality,
including Clean Air Act Indicators, the annual Air Quality and Emission Trends Reports, the Air Quality
Atlas, and the Ozone Design Value Study

° Establishes air quality indicators of progress, analyzes air pollution trends, and distributes information on
progressin reaching air quality goals
° Provides statistical and analytical support to other OAQPS el ements and program (e.g., National

Ambient Air Quality Standards (NAAQS) review process, State implementation plan (SIP) program,
emi ssions measurement)

° Coordinates with the Office of Research and Development (ORD) on the full range of statistical and data
analysisissues to improve base of relevant scientific information
° Coordinates the development of trends information with other OAQPS offices

Monitoring and Quality Assurance

The Monitoring and Quality Assurance Group, under the direction of the Group Chief, is responsible for
developing new ambient monitoring methods and promoting the use of the highest quality ambient air datain
decision-making. Specifically, the Group:

° Develops national regulations and guidance on air quality monitoring.

° Develops guidance and oversees the implementation of the photochemical assessment monitoring station
(PAMS) network including conducting workshops, devel oping guidance documents, and providing
analytic support.

° Provides national oversight and direction to Regional and State/local air monitoring through the MOA

process, national ambient monitoring stations/State and local monitoring stations (NAMS/SLAMS)
coordinators, Standing Air Monitoring Work Group (SAMWG), and the Ambient Monitoring Technical
Information Center (AMTIC).

° Provides technical direction for the development of new monitoring technol ogies and networks,
including toxics monitoring and Fouier Transform Infrared Spectroscopy (FTIR)
° Coordinates with ORD on the full range of air quality monitoring and quality control/quality assurance

issues to improve base of relevant scientific information, including new technologies and field studies.
Air Quality Modeling Group

The Air Quality Modeling Group, under the direction of the Group Chief, is responsible for providing
leadership and direction on the full range of atmospheric dispersion models and other mathematical simulation
techniques used in ng source impacts and control strategies. The Group serves as the focal point on
modeling techniques for other EPA headquarters staff, Regional Offices, and State and local agencies. It
coordinates with ORD on the development of new models and techniques, as well as wider issues of atmospheric
research. Finaly, the Group conducts modeling analyses to support policy/regulatory decisionsin OAQPS. The
Group specifically:
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° Provides guidance to the Regions and State/local agencies on the selection and use of modelsin
regulatory settings.
° Evaluates and conducts validation studies on new models and simulation techniques for use by Regions
and State/local agencies and makes revisions to improve their use in regulatory settings.
° Coordinates with ORD on the need for development of new models to meet emerging needs (ie. new
applications, new NAAQS, etc.)
° Conducts modeling studies to support policy/regulatory decisions within OAQPS (ie. NAAQS decisions,
risk analyses)
° Through an interagency agreement with the National Oceanic and Atmospheric Administration (NOAA),

obtains on-site meteorological expertise and analytical support on the use of dispersion models and other
simulation techniques and the review and validation of new and revised models.

Emissions Inventory and Factors Group

The Emission Inventory and Factors Group, under the direction of the Group Chief, is responsible for
providing technical assistance to Regional, State and local clients on the development of emissions inventories
and factors, and for coordinating the use of inventories and factorsin regulatory decision-making. The Group
also identifies emerging needs and coordinates with ORD on research and development related to emissions
inventories and factors. Specifically, the Group:

° Develops national emissions estimates for a variety of policy and programmatic uses such as trends
analysis, regional scale modeling and regulatory impact assessments

° Develops and distributes technical guidance on emissions inventory and factor development for both
criteriaand toxic air pollutants, including quality control/quality assurance and estimation procedures

° Manages and coordinates the national SIP inventory effort in support of Title | of the Clean Air Act
Amendments of 1990

° Evaluates and develops new and revised emission factors to support inventory development and national
regulatory efforts

° Conducts studies leading to the development of new or revised emission factors, including controlled and
uncontrolled studies on criteria and toxic pollutant sources and species profiles

° Develops and coordinates with ORD on new methodol ogies and techniques to estimate emissions from a
variety of sources

° Provides leadership on the correct use of emissions inventory and factors methodology and information
to Regions and State/local agencies through a clearinghouse and other media

° Provides leadership in the development and use of emission factors through: preparation and

dissemination of technical guidance and information; enhancements to and maintenance of reference
guides (AP-42) and technical information dessimination tools (e.g., FaxCHIEF, AIRCHIEF, and the
CHIEF electronic bulletin board); and training workshops.

Source Characterization Group A

The Source Characterization Group A, under the direction of the Group Chief, is responsible for a broad
range of source characterization activities including emissions testing, methods development, and reviewing
emissions methods submitted by other groups. The Group carries out these activities to support the devel opment
of national emission standards and implementation of national regulatory programs. It is also responsible for
disseminating this and other information to the regulatory and industrial community. This Group works closely
with Source Characterization Group B to allocate responsibility for specific source characterization projects.
Specifically, the Group:
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° Plans and conducts field test programs to provide quality datain support of regulatory devel opment
consistent with data quality objectives
° Evaluates and reviews test results and methods developed by other groups (both EPA, State/local
agencies as well as the private sector), including the review of methods submitted under Method 301
° Provides expert evaluation and reports of source characterization data and related documentation in
support of regulatory development programs
° Promotes consistency in the application and use of al source characterization techniques (especially

emission test procedures) by providing expert technical assistance, including reviewing modifications
and alternatives to EPA source test techniques, and works with outside groups on test development
programs.

Source Characterization Group B

The Source Characterization Group B, under the direction of the Group Chief, is responsible for a broad
range of source characterization activities including emissions testing, methods development, and reviewing
emissions methods submitted by other groups. The Group carries out these activities to support the devel opment
of national emission standards and implementation of national regulatory programs. It is also responsible for
disseminating this and other information to the regulatory and industrial community. This Group works closely
with Source Characterization Group A to alocate responsibility for specific source characterization projects.
Specifically, the Group:

° Plans and conduct field test programs to provide quality datain support of regulatory development
consistent with data quality objectives

° Evaluates and reviews test results and methods developed by other groups (both EPA, State/local
agencies as well as the private sector), including the review of methods submitted under Method 301

° Provides expert evaluation and reports of source characterization data and related documentation in
support of regulatory development programs

° Promotes consistency in the application and use of all source characterization techniques (including

emission factors and emission test procedures) by providing expert technical assistance, including
reviewing modifications and alternatives to EPA factors and source test techniques, and works with
outside groups on test and factor development programs.

° Provides leadership in emissions testing through preparation and dissemination of technical guidance and
other informational documents, test methods and procedures, and test report and emission data
summaries through the Emissions Measurement Technical Information Center electronic bulletin board,
training workshops, and other media.

Groups under the Emmission Standards Division

Metals Group

The Metals Group, under the supervision of the Group Chief, is responsible for developing and
implementing national emission standards, new source performance standards, control techniques guidelines,
regulatory review programs, and other technical documents for specific categories of stationary sources of
hazardous and criteria air pollutants. The Group performs comprehensive analyses of hazardous and criteria air
pollutant emissions and control measures for the specified categories of stationary sources. Such analyses
typically form the basis for national emission standards or technical guidance documents. Specifically, the
Group:

° Conducts preliminary assessments of its source categories (number of sources, pollutants, and emission
processes)
° Gathers information on emissions and effectiveness of control measures from State and local agencies,
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industries, and vendors
° Estimates control costs and analyzes multi-media environmental impacts of different control alternatives
and provides profiles of industry structure and costs for economic analysis
° Analyzes specific control measures and their effectiveness, costs, operations, etc., including the potential
for co-control of hazardous and criteria air pollutants
° Monitors field tests of representative facilities and assesses applicability of results to other facilitiesto
derive emission factors and recommend achievable performance levels of control measures
° Develops preambles, regulations, and supporting documentation in conjunction with other work group
members and responds to questions and comments both within and outside EPA
° Provides technical assistance on specific industries, rules, or guidance documents to State, local, and
international air pollution control agencies, other EPA offices, and the public
° Develops or participates in development of "cross-cutting” programs (e.g. general provisions for national
emission standards for hazardous air pollutants) which apply to all source categories
° Participates with other OAQPS elements to identify research and development needs regarding the

control of hazardous and criteria air pollutants for source categories of national interest
Minerals and I norganic Chemicals Group

The Minerals and Inorganic Chemicals Group, under the supervision of the Group Chief, is responsible
for developing and implementing national emission standards, new source performance standards, control
techniques guidelines, regulatory review programs, and other technical documents for specific categories of
stationary sources of hazardous and criteria air pollutants. The Group performs comprehensive analyses of
hazardous and criteria air pollutant emissions and control measures for the specified categories of stationary
sources. Such analyses typically form the basis for national emission standards or technical guidance documents.
Specifically, the Group:

° Conducts preliminary assessments of its source categories (number of sources, pollutants, and emission
processes)

° Gathers information on emissions and effectiveness of control measures from State and local agencies,
industries, and vendors

° Estimates control costs and analyzes multi-media environmental impacts of different control alternatives
and provides profiles of industry structure and costs for economic analysis

° Analyzes specific control measures and their effectiveness, costs, operations, etc.,including the potential
for co-control of hazardous and criteria air pollutants

° Monitors field tests of representative facilities and assesses applicability of results to other facilitiesto
derive emission factors and recommend achievable performance levels of control measures

° Develops preambles, regulations, and supporting documentation in conjunction with other work group
members and responds to questions and comments both within and outside EPA

° Provides technical assistance on specific industries, rules, or guidance documents to State, local, and
international air pollution control agencies, other EPA offices, and the public

° Develops or participates in development of "cross-cutting” programs (e.g. general provisions for national
emission standards for hazardous air pollutants) which apply to all source categories

° Participates with other OAQPS elements to identify research and development needs regarding the

control of hazardous and criteria air pollutants for source categories of national interest
Combustion Group

The Combustion Group, under the supervision of the Group Chief, is responsible for developing and
implementing national emission standards, new source performance standards, control techniques guidelines,
regulatory review programs, and other technical documents for specific categories of stationary sources of
hazardous and criteria air pollutants. The Group performs comprehensive analyses of hazardous and criteria air
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pollutant emissions and control measures for the specified categories of stationary sources. Such analyses
typically form the basis for national emission standards or technical guidance documents. Specifically, the
Group:

° Conducts preliminary assessments of its source categories (number of sources, pollutants, and emission
processes)

° Gathers information on emissions and effectiveness of control measures from State and local agencies,
industries, and vendors

° Estimates control costs and analyzes multi-media environmental impacts of different control alternatives
and provides profiles of industry structure and costs for economic analysis

° Analyzes specific control measures and their effectiveness, costs, operations, etc.,including the potential
for co-control of hazardous and criteria air pollutants

° Monitors field tests of representative facilities and assesses applicability of results to other facilitiesto
derive emission factors and recommend achievable performance levels of control measures

° Develops preambles, regulations, and supporting documentation in conjunction with other work group
members and responds to questions and comments both within and outside EPA

° Provides technical assistance on specific industries, rules, or guidance documents to State, local, and
international air pollution control agencies, other EPA offices, and the public

° Develops or participates in development of "cross-cutting” programs (e.g. general provisions for national
emission standards for hazardous air pollutants) which apply to all source categories

° Participates with other OAQPS elements to identify research and development needs regarding the

control of hazardous and criteria air pollutants for source categories of national interest
Coatings and Consumer Products Group

The Coatings and Consumer Products Group, under the supervision of the Group Chief, is responsible
for developing and implementing national emission standards, new source performance standards, control
techniques guidelines, regulatory review programs, and other technical documents for specific categories of
stationary sources of hazardous and criteria air pollutants. The Group performs comprehensive analyses of
hazardous and criteria air pollutant emissions and control measures for the specified categories of stationary
sources. Such analyses typically form the basis for national emission standards or technical guidance documents.
Specificaly, the Group:

° Conducts preliminary assessments of its source categories (number of sources, pollutants, and emission
processes)

° Gathers information on emissions and effectiveness of control measures from State and local agencies,
industries, and vendors

° Estimates control costs and analyzes multi-media environmental impacts of different control alternatives
and provides profiles of industry structure and costs for economic analysis

° Analyzes specific control measures and their effectiveness, costs, operations, etc.,including the potential
for co-control of hazardous and criteria air pollutants

° Monitors field tests of representative facilities and assesses applicability of results to other facilitiesto
derive emission factors and recommend achievable performance levels of control measures

° Develops preambles, regulations, and supporting documentation in conjunction with other work group
members and responds to questions and comments both within and outside EPA

° Provides technical assistance on specific industries, rules, or guidance documents to State, local, and
international air pollution control agencies, other EPA offices, and the public

° Develops or participates in development of "cross-cutting” programs (e.g. general provisions for national
emission standards for hazardous air pollutants) which apply to all source categories

° Participates with other OAQPS elements to identify research and development needs regarding the

control of hazardous and criteria air pollutants for source categories of national interest
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Organic Chemicals Group

The Organic Chemicals Group, under the supervision of the Group Chief, is responsible for developing
and implementing national emission standards, new source performance standards, control techniques guidelines,
regulatory review programs, and other technical documents for specific categories of stationary sources of
hazardous and criteria air pollutants. The Group performs comprehensive analyses of hazardous and criteria air
pollutant emissions and control measures for the specified categories of stationary sources. Such analyses
typically form the basis for national emission standards or technical guidance documents. Specifically, the
Group:

° Conducts preliminary assessments of its source categories (number of sources, pollutants, and emission
processes)

° Gathers information on emissions and effectiveness of control measures from State and local agencies,
industries, and vendors

° Estimates control costs and analyzes multi-media environmental impacts of different control alternatives
and provides profiles of industry structure and costs for economic analysis

° Analyzes specific control measures and their effectiveness, costs, operations, etc.,including the potential
for co-control of hazardous and criteria air pollutants

° Monitors field tests of representative facilities and assesses applicability of results to other facilitiesto
derive emission factors and recommend achievable performance levels of control measures

° Develops preambles, regulations, and supporting documentation in conjunction with other work group

members and responds to questions and comments both within and outside EPA

° Provides technical assistance on specific industries, rules, or guidance documents to State, local, and
international air pollution control agencies, other EPA offices, and the public

° Develops or participates in development of "cross-cutting” programs (e.g. general provisions for national
emission standards for hazardous air pollutants) which apply to all source categories

° Participates with other OAQPS elements to identify research and development needs regarding the

control of hazardous and criteria air pollutants for source categories of national interest
Waste and Chemical Processes Group

The Waste and Chemical Processes Group, under the supervision of the Group Chief, is responsible for
developing and implementing national emission standards, new source performance standards, control techniques
guidelines, regulatory review programs, and other technical documents for specific categories of stationary
sources of hazardous and criteria air pollutants. The Group performs comprehensive analyses of hazardous and
criteriaair pollutant emissions and control measures for the specified categories of stationary sources. Such
analyses typically form the basis for national emission standards or technical guidance documents. Specifically,
the Group:

° Conducts preliminary assessments of its source categories (number of sources, pollutants, and emission
processes)

° Gathers information on emissions and effectiveness of control measures from State and local agencies,
industries, and vendors

° Estimates control costs and analyzes multi-media environmental impacts of different control alternatives
and provides profiles of industry structure and costs for economic analysis

° Analyzes specific control measures and their effectiveness, costs, operations, etc.,including the potential
for co-control of hazardous and criteria air pollutants

° Monitors field tests of representative facilities and assesses applicability of results to other facilitiesto

derive emission factors and recommend achievable performance levels of control measures
° Develops preambles, regulations, and supporting documentation in conjunction with other work group



OAQPS

Appendix A
Revision: 0
Date: 6/96
Page9 of 17
members and responds to questions and comments both within and outside EPA
° Provides technical assistance on specific industries, rules, or guidance documents to State, local, and
international air pollution control agencies, other EPA offices, and the public
° Develops or participates in development of "cross-cutting” programs (e.g. general provisions for national
emission standards for hazardous air pollutants) which apply to all source categories
° Participates with other OAQPS elements to identify research and development needs regarding the

control of hazardous and criteria air pollutants for source categories of national interest
Palicy, Planning and Standards Group

The Policy, Planning and Standards Group, under the supervision of the Group Chief, is responsible for
developing and implementing national emission standards, new source performance standards, control techniques
guidelines, regulatory review programs, and other technical documents for specific categories of stationary
sources of hazardous and criteria air pollutants. The Group performs comprehensive analyses of hazardous and
criteriaair pollutant emissions and control measures for the specified categories of stationary sources. Such
analyses typically form the basis for national emission standards or technical guidance documents. Finaly, the
Group facilitates planning and development of Division activities and integration of Division programs with other
OAQPS and EPA programs. Specifically, the Group:

° Conducts preliminary assessments of its source categories (number of sources, pollutants, and emission
processes)

° Gathers information on emissions and effectiveness of control measures from State and local agencies,
industries, and vendors

° Estimates control costs and analyzes multi-media environmental impacts of different control alternatives
and provides profiles of industry structure and costs for economic analysis

° Analyzes specific control measures and their effectiveness, costs, operations, etc., including the potential
for co-control of hazardous and criteria air pollutants

° Monitors field tests of representative facilities and assesses applicability of results to other facilitiesto
derive emission factors and recommend achievable performance levels of control measures

° Develops preambles, regulations, and supporting documentation in conjunction with other work group
members and responds to questions and comments both within and outside EPA

° Provides technical assistance on specific industries, rules, or guidance documents to State, local, and
international air pollution control agencies, other EPA offices, and the public

° Develops or participates in development of "cross-cutting” programs (e.g. general provisions for national
emission standards for hazardous air pollutants) which apply to all source categories

° Participates with other OAQPS elements to identify research and development needs regarding the
control of hazardous and criteria air pollutants for source categories of national interest

° Develops overal plans, strategies, and policies addressing regulatory programs for stationary sources of
air toxics and criteria pollutants (NESHAPs, NSPS)

° Develops new, innovative, and streamlined approaches to regulatory development, including coordinated

strategies for co-control of hazardous and criteria air pollutants, and works with other groups, divisions,
EPA offices, State and local organizations and industry to implement these approaches

° Leads Division effortsin coordination with other Divisions to integrate other aspects of the air toxics
program requirements into regulatory options (e.g., urban air toxics, residua risk)

° Leads Division efforts to coordinate overall program regulatory plans with progam budget and contract
requirements

I ntegrated Policy and Strategies Group

The Integrated Policy and Strategies Group, under the direction of the Group Chief, develops air quality
management strategies, policies and strategic measures of success for particulate matter (PM-10), sulfur dioxide
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(SO,), lead, and carbon monoxide (CO) programs. It also manages the implementation on a national level of
these specific criteriaair pollutant programs. The Group provides technical assistance to Regional Offices and
State/local agencies to implement these criteria air pollutant programs at their levels. It monitors the
effectiveness of the air quality management process as it pertains to these pollutants, and participates in assessing
the need for ongoing changes to the process. The Group targets strategies and policies when the nature of the air
quality problem is not well suited to a uniform national program. The Group develops policies to incorporate and
encourage cross-program integration of implementation strategies (including co-control of hazardous and criteria
air pollutants), the use of innovative regulatory strategies and pollution prevention, and consideration of
environmental justice issues. Specifically, the Group:

° Develops and supports the implementation of national and targeted strategies and policies, including
innovative approaches (e.g., market-based, pollution prevention, etc.), for achieving and demonstrating
attainment with new and revised NAAQS for PM-10, SO ,, lead, and CO

° Working closely with other OAQPS Divisions and Groups, devel ops strategies for co-control of
hazardous and criteria air pollutants

° Develops innovative approaches, policies and regulations, through general preambles and/or Part 51
rules, for new and revised NAAQS for PM-10, SO ,, lead, and CO

° Coordinates policy development with other EPA offices and Federal agencies, and works closely with
State/local agencies and other key interested stakeholdersin developing policies.

° Provides leadership and technical assistance to Regional Offices and State and local agencies on PM-10,
S0O,, and lead implementation programs with regard to national issues such as failures, findings, and
sanctions

° Develops program specific guidance (PSG) for PM-10, SO ,, lead, and CO programs

° Reviews and analyzes Memorandums of Agreement for Titlel ( PM-10, SO ,, lead, and CO) to evaluate

strategic direction of Regional programs and fulfillment of priorities articulated in the PSG

Ozone Policy and Strategies Group

The Ozone Policy and Strategies Group, under the direction of the Group Chief, develops air quality
management strategies, policies and strategic measures of success for ozone and nitrogen oxides (NOx). It also
manages the implementation on a national level of ozone and nitrogen oxide control programs. The Group
provides technical assistance to Regional Offices and State/local agencies to implement these programs at their
levels. It monitors the effectiveness of the air quality management process as it pertains to these pollutants, and
participatesin ng the need for ongoing changes to the process. The Group devel ops geographically
focused (i.e., Regional, multistate, and local) and targeted strategies and policies when the nature of the air
quality problem is not well suited to a uniform national program. The Group develops policies to incorporate and
encourage cross-program integration of implementation strategies, the use of innovative regulatory strategies and
pollution prevention, and consideration of environmental justice issues. Specifically, the Group:

° Develops and supports the implementation of national and targeted strategies and policies, including
innovative approaches (e.g., market-based, pollution prevention, etc.), for achieving and demonstrating
attainment with new and revised NAAQS for ozone and NOx

° Develops innovative approaches, policies, and regulations, through general preambles and/or Part 51
rules, for new and revised NAAQS for ozone and NOx

° Coordinates policy development with other EPA offices and Federal agencies, and works closely with
State/local agencies and other key interested stakeholdersin developing policies.

° Provides leadership and technical assistance to Regional Offices and State and local agencies on ozone
and NOx implementation programs with regard to national issues such as failures, findings, and
sanctions

° Develops program specific guidance (PSG) for Title | (ozone and NOx) programs

° Reviews and analyzes Memorandums of Agreement for Title | (ozone and NOX) to evaluate strategic
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direction of Regional programs and fulfillment of priorities articulated in the PSG

° Manages national elements of the State Implementation Plan (SIP) process, including maintaining the
SIPTRAX database, responding to OMB and Congressional inquiries on national issues, and establishing
policies and guidance to clarify the relationship between SIP's and operating permits

Health Effects and Standards Group

The Health Effects and Standards Group, under the direction of the Group Chief, maintains expertise on
the health effects of air pollution, conducts assessments of health effects associated with exposure to criteria air
pollutants and air toxics, as well as of the nature and extent of such exposure and the resulting risks. These
assessments are the health basis for the Group's review and revision of the NAAQS, aswell asfor its
characterization of the public health impacts of OAQPS regulatory programs. The Group participates in relevant
Agency research planning in support of the NAAQS and hazardous air pollutant programs, coordinating with
ORD. Specificaly, the Group:

° Maintains and provides expertise on health effects associated with exposure to criteriaair pollutants and
air toxics, for both internal strategy and standards development and external communications (e.g., court
testimony, public forums)

. Reviews, revises and establishes the NAAQS:
. Manages the interoffice NAAQS review process, including coordination with ORD's Criteria
. Document reviews and, when appropriate, with OAQPS's implementation strategy and
regulatory
impacts development
. Provides expertise on the health effects associated with the health-based primary NAAQS
. Prepares Staff Papers which integrates science and policy considerations and staff

recommendations on the NAAQS, in coordination with the Risk and Exposure Assessment and
Visibility and Ecosystem Protection Groups.
. Prepares associated proposal and promulgation regulatory packages

Risk and Exposure Assessment Group

The Risk and Exposure Assessment Group, under the direction of the Group Chief, maintains the
scientific and analytical expertise necessary to conduct current and devel op new assessment methodol ogies and
policies for human exposure, health risk, and risk communication, and to serve as a center of health risk
information for Regional, State, and local agencies. It participatesin Agency research planning in support of the
NAAQS and hazardous air pollutant programs, coordinating with ORD, and in the devel opment of benefits
assessment methodol ogies by the Economics and Innovative Strategies Group. Specifically, the Group:

° Maintains and provides expertise on human exposure and health risk assessment for criteriaair pollutants
and air toxics, and on risk communication, for both internal strategy development and external
communications (e.g., operation of the Air Risk Information Center, court testimony, public forums)

° Conducts human exposure and health risk assessments in support of the hazardous air pollutant program
and the development of Maximum Achievable Control Technology (MACT) standards, including

. Evaluating petitions to add and delete substances from the list of hazardous air pollutants

. Evaluating substitutes for hazardous air pollutants

. Assessing health effects and health risks associated with setting floors for MACT standards
. Assessing area sources and makes findings on source category deletions

. Assessing averaging and trading options for MACT standards

. Conducting residual risk determinations
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° Conducts human exposure and health risk assessments in support of NAAQS reviews, and other
regulatory and programmatic impact assessments
° Develops strategies and participates in Agency-wide studies and policy and regulatory development

involving human exposure and health risk assessment (e.g., response to NAS risk assessment study)
Visibility and Ecosystem Protection Group

The Visibility and Ecosystem Protection Group, under the direction of the Group Chief, conducts
assessments of ecological effects associated with exposure to air toxics and criteria air pollutants, develops
strategies for ecologically and geographically-based environmental and air quality management problems, and
maintai ns expertise on the ecological and welfare effects of air pollution. It also manages Office of Air and
Radiation's (OAR) visibility protection program, including devel oping rules and guidance and providing
leadership for geographically-based visibility programs. The Group participates in relevant Agency research
planning in coordination with ORD, and in the devel opment of benefits assessment methodol ogies by the
Economics and Innovative Strategies Group. Specifically, the Group:

° Develops, maintains and provides expertise on ecological and other welfare effects associated with
criteriaair pollutants and air toxics, for both internal strategy and standards development and external
communications

° Participatesin the NAAQS review process by providing expertise on ecological and other welfare (e.g.,
visibility impairment, materials damage) effects associated with the welfare-based secondary NAAQS
and prepares the sections of staff papers which integrate science and policy issues and provides staff
recommendations on secondary NAAQS

° Develops strategies and policies to facilitate Regional/State design of appropriate geographically focused
and crosscutting initiatives (e.g., urban air toxics) and provides technical support to the implementation
of geographically focused and crosscutting (air toxics and criteriaair pollutant) programs

° Conducts source identification and the characterization of relative ecosystem loadings and air pollutant
effectsto assist in the development of strategies for ecological and geographically focused air quality and
environmental management problems (e.g., the Great Waters Program, visibility protection, Urban Air
Toxics Program)

° Conducts studies of air pollutants and source categories related to the development of integrated and
geographically focused strategies (e.g., Mercury study, Utility study, listings required by Section
112(c)(8))

° Conducts assessments of ecological effectsin support of NAAQS reviews and other regulatory and
programmatic impact assessments

° Manages visibility protection program, including developing strategies for national and geographically

focused programs, coordinating efforts with other air quality management programs, promulgating rules,
issuing policies and guidance, and providing leadership to Regions and State and local agencies on
visibility protection issues

° Coordinates visibility protection efforts with other Federal agencies and selected organizations (e.g.,
Department of the Interior, Grand Canyon Visibility Commission, Southeast Air Management Initiative,
etc.) to ensure effective development and implementation of programs

I nnovative Strategies and Economics Group

The Innovative Strategies and Economics Group, under the direction of the Group Chief, develops
methodol ogies and conducts analyses of costs, benefits, and economic and regulatory impacts of air quality
management strategies, programs, and regul ations devel oped throughout OAQPS. The Group maintains the
expertise to develop and apply new methodologies for benefits assessments and participates in relevant Agency
research planning in coordination with ORD and the Office of Policy, Planning and Evaluation (OPPE). It also
participates in Agency-wide assessments of economic impacts and benefits of air programs. The Group also
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manages OAQPS's Innovative Regulatory Strategies Program through an interoffice planning and coordination
team, planning, prioritizing, and coordinating ongoing and new activities (e.g., coordination of State grants for
economic incentives). Specifically, the Group:

° Performs and documents a wide range of economic analyses, such as economic and regulatory impacts
(including costs and benefits), regulatory flexibility (e.g., impacts on small entities), information
collection requests, and environmental justice, primarily in support of the NAAQS program and
strategies for geographically focused and crosscutting problems (e.g., visibility impairment, urban air
toxics), as well as the regulatory development of national emission standards required under Clean Air

Act Titles| and 111

° Presents the results of such analyses to the Office of Management and Budget and other Federal agencies
and the public, when necessary, to facilitate external program reviews

° Develops methodol ogies for and provides expertise on benefits analyses, coordinating with the Risk and

Exposure Assessment Group, the Visibility and Ecosystem Protection Group, and other EPA officesin
support of the application of such methods

° Provides technical support to Regional, State, and local agencies, international agencies, and the public
on economic impacts of criteriaair pollutant and air toxics programs and on benefits methods and
analyses

° Coordinates OAQPS's Innovative Regulatory Strategies Program, including coordinating the

development of rules, policies, and guidance on market-based incentive programs in support of policy
and regulatory devel opment across OAQPS

° Provides leadership and coordinates technical support to Regional, State, and local agencies, other
Federal agencies, international agencies, and the public on economic and market-based incentives, partly
through participation in program design and implementation initiatives.

Groups under the Information Transfer and Program I ntegration Division

Operating Permits Group

The Operating Permits Group (OPG), under the direction of the Group Chief, is responsible for
developing national regulations and guidance as required under the Title VV operating permits program and SIP
operating permit programs and for providing technical assistance on program implementation to EPA Regional
Offices and State and local agencies. Specifically, the Group:

° Develops and modifies EPA regulations dealing with operating permits as required under Title V of the
CAAA.

° Develops policies and guidance on Title VV and SIP operating permit programs, coordinating with other
EPA programs that will use operating permits to implement their program.

° Establishes and maintains cooperative working relationships with Regional Offices, State and local

agencies, and interested parties outside the government on regulatory and policy issues related to the
operating permits program.

° Develops support material to assist Regional Officesin the review and approval/disapproval process of
State-submitted operating permit programs and permits. Reviews Regiona Office recommendations for
approval/disapproval of State programs and permits.

° Determines and devel ops technical guidance and other support to assist Regional Offices and Statesin
implementing operating permit programs. In conjunction with the Education and Outreach Group,
determines training needs and develops appropriate training materials.

° Establishes national operating permit program information requirements and other performance measures
that can be used to evaluate the program.
° Coordinates resolution of selected technical support issues with national implications with Regional

Offices and State and local agencies.
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° Develops audit guidance for State operating permit programs in conjunction with the Program Review
Group. Supports Regions in conducting audits of State operating permit programs.
° Serves as national program manager for the operating permits program, including determination of the
status of the program.
° Provides input to the devel opment of the annual Program Specific Guidance and supports the

implementation of the MOA process with respect to operating permit programs.
I ntegrated | mplementation Group

The Integrated |mplementation Group, under the supervision of the Group Chief, manages the
development and implementation of requirements under the new source review (NSR) and prevention of
significant deterioration (PSD) provisions of the Clean Air Act. The Group a so manages the national
implementation, working closely with Regional Offices and State/local agencies, of air toxics program
requirements under Section 112 of the Clean Air Act (including sections 112 (g), 112(1), 112(j), and 112(r)). In
addition, the Group promotes integration of NSR/PSD, operating permits, air toxics, and related programs.
Specifically, the Group:

° Develops and modifies EPA regulations dealing with NSR and PSD.

° Develops and modifies policies and regulations involving strategies to reduce public exposure to toxic air
pollutants (112(g), 112(1), 112(j), and 112(r) among others).

° Develops and issues national policy and guidance on NSR/PSD and the implementation of air toxics
programs, including guidance on the integration of air toxics programs with operating permit programs.

° Provides technical assistance to and coordinates with EPA Regional Offices, State and local agencies,
and interested parties outside government on NSR/PSD and air toxics implementation programs.

° Manages the integration of air toxics rules with the operating permit and NSR/PSD programs, and
coordinates the identification and resolution of cross-program implementation issues.

° Continuously assesses NSR/PSD and air toxics program operations and processes and develops and
implements improvements.

° Establishes measures of success and serves as the focal point for measuring the effectiveness of
NSR/PSD and air toxics program implementation.

° Develops program specific guidance (PSG) for NSR/PSD and air toxics programs.

° Reviews and analyzes Memorandums of Agreement for NSR/PSD and air toxics programs in order to

evaluate strategic direction of Regional programs and fulfillment of priorities articulated in the PSG.

I nformation Management Group

The Information Management Group, under the supervision of the Group Chief, manages the design,
operation, maintenance, and continual improvement of wide-scale data bases and information system platforms
which assist the development and implementation of air programs. The Group assesses current information
system technol ogies and works closely with the Information Transfer Group and other OAQPS program groups to
define and devel op new program information management tools and strategies to continually improve information
management systems to meet customer and user needs. Customers and users include: OAQPS, EPA
Headquarters and Regional Offices, State and local agencies, industry, consultants, environmental groups, and the
international enviromental community. Specifically, the Group:

° Provides leadership to EPA Regional and State/local agency user communities on data management
issues.
° In cooperation with customers, user communities, and the National Data Processing Division (NDPD),

identifies emerging data management needs and plans and designs information management systems and
tools that efficiently and effectively meet user/client needs.
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° Designs, operates, maintains, and continually evaluates the effectiveness of wide-scale information
systems for the collection, storage and retrieval of air quality, emissions and compliance data (e.g., The
Aerometric Information Retrieval System (AIRS), its subsystems, and other systems under devel opment
(MACT data base, permits data base)).

° Develops and establishes compatibility guidance and standards for use by State/local agencies with
independent data management systems to facilitate data transfer and conversion.
° In coordination with the Information Transfer Group, provides guidance and direction on the

enhancement of existing information management and transfer system platforms and participates in the
design and implementation of new system platforms that are compatible with current and emerging
program and user needs.

° Works with the Office of Information Resources Management and the National Data Processing Division
to ensure that al tools and systems meet applicable Federal and Agency standards for data management.
° In coordination with the Information Transfer Group provides technical assistance to Regional and

State/local users on data entry, dataretrieval, coding of data, reporting, searches, and related questions;
works with the Education and Outreach Group on outreach and training on systems and tools.

° In cooperation with national program managers and Regional, State and local agencies, ensures smooth
flow of air pollution control data and information in the OAQPS systems.

Information Transfer Group

The Information Transfer Group, under the supervision of the Group Chief, is responsible for insuring
broad public accessto policies, regulations, guidance, data bases and other information generated by EPA's air
programs. The Group coordinates with responsible offices on the timely release of air related information
products. Develops new tools and applications that enhance access to and usefulness of the data and information
residing in OAQPS information management systems. Users and clients include, as appropriate: EPA
Headquarters and Regional Offices, State and local Agencies, industry, consultants, environmental groups, the
general public, and the international environmental community. The Group works closely with the Information
Management Group to evaluate current and future information transfer needs, supports the design of new
information management systems, and manages information transfer activities (e.g. the Technology Transfer
Network, (TTN), Control Technology Center (CTC), RACT/BACT/LAER Clearinghouse, National Air Toxics
Information Clearinghouse (NATICH)). In addition, the Group continually evaluates the degree of use of
information and management systems to assess customer satisfaction and future information transfer needs.
Specifically, the Group:

° Provides leadership to OAQPS, EPA Regional Offices, and the State/local agency user community on
information transfer issues.

° Provides leadership and coordination to information transfer staff (e.g. TTN sysops, technical support
centers) in each OAQPS group and other OAR and EPA offices concerned with air related information
products. Works closely with the Information Management Group in improving the transfer capability of
OAQPS information management systems.

° Works closely with the Information Management Group and the Education and Outreach Group and
assists in developing and conducting training in new information management and transfer tools.
° In cooperation with the user community and EPA information providers, continually assesses the quality,

convenience, and usefulness of information transfer capabilities and develops and implements
enhancements that improve access and increase the usefulness of transferred information (e.g. AIRS
Graphics, AIRS Executive).

° Operates and maintains information transfer activities(e.g., the TTN, the CTC, the RACT/BACT/LAER
Clearinghouse (RBLC), NATICH) and ensures that information transfer systems resident in other
OAQPS Groups are operated and maintained.

° Through the CTC, provides access to EPA technical expertise and information, and provides substantive
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technical assistance and develops and provides products and tools (e.g., direct engineering assistance,
technical guidance documents, evaluation of emerging technology, and software tools) to State and local
agencies and, on a cost recovery basis, to others on the application of control technology and pollution
prevention methods.

° Provides assistance to States in devel oping and implementing the small business stationary source
technical and environmental assistance program and coordinates small business support activiites with
other OAQPS information transfer components, the Pollution Prevention Division, the Chemical
Emergency Preparedness and Prevention Office, and the EPA Small Business Ombudsman.

Education and Outreach Group

The Education and Outreach Group, under the supervision of the Group Chief, is the OAQPS focal point
for air pollution education and training. The Group operates the Air Pollution Training Institute and the
associated Distance Learning Network, providing technical courses, conferences and workshopsto all levels of
the air program. The Group also provides leadership and expertise to devel op and distribute educational materials
which improve public understanding of air pollution issues and effectively communicate the air program's
mission and goals. Specificaly, the Group:

° Manages training services for EPA, State and local air pollution control programs, including operating
the Distance Learning Network, the Air Pollution Training Institute, and training services through
associated universities.

° Manages the development of educational course curricula and materials used in courses and eval uates
performance in teaching methods, reference materials, and overall effectiveness of presentations.
° In cooperation with the Regional, State, and local agencies and others in the air program community

(e.g., the Air and Waste Management Association), identifies training needs and trends and continuously
improves education and training efforts in order to meet client needs.

° Provides expertise to all OAQPS elements in devel oping and presenting specia purpose workshops and
meetings and in improving both the quality of the information and the methods of delivery.

° Administers training grants and specia fellowship programs

° Working with the program and information groups, provides |eadership to identify the appropriate

audiences for air pollution program information, assesses the level of information required for effective
communication, determines the best method for delivering the information to the target audience, and
coordinates delivery.

° Provides leadership and expertise to develop and distribute air pollution educational materials used to
improve public understanding and to assist in the implementation of environmental protection programs.

Program Review Group

The Program Review Group, under the supervision of the Group Chief, manages the review of major air
programs (e.g., air toxics implementation, ozone program, operating permits program, etc.) that cut across
Division, Office, and Agency lines. The Group establishes criteria for evaluating programs, and works closely
with other OAQPS Groups and programs, as well as other Headquarters, Regional, State/local and other
organizations involved to determine the scope of reviews as well as benchmarks and measures of progress. The
Group works closely with al levels of the air program to assess program strengths and weaknesses and to assist
in the development and implementation of program improvements. Specifically, the Group:

° Develops criteria and methods for program review.

° In cooperation with affected programs, identifies scope and timing of program reviews and develops
program review plans.

° In coordination with affected programs and information groups, compiles reports and other information

necessary for program reviews.
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Works with other OAQPS Groups and programs to determine measures of performance and progress
(e.g., environmental indicators, MAPS, budget, etc.) against which to evaluate programs.

Works with identified organizational elements and levels of the air program to carry out program reviews
and to identify and implement improvements.

Serves as focal point of expertise for other OAQPS Groups and programs on methods and processes for
ng program performance and devel oping improvements (e.g., continuous improvement
methodology, performance measures, €tc.).

Assists the Immediate Office of the Director, OAQPS in serving as afocal point for Congressional,
General Accounting Office, and Inspector General inquiries.
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Appendix B

Contract QA Form and Guidance

The following form was modified for use by OAQPS personnel when developing contracts, assistance
agreements, and interagency agreements. The form shall be used on any funding package in which there are
environmental data operations. It must also be developed for any funding activity over the small purchase
threshold. The guidance provides arational for the questions and will help personnel complete the form



Quality Assurance Review for Extramural Projects
(ContractsWork Assignments/Assistance Agreements/| AGs)

|. GENERAL INFORMATION

Descriptive Title: | D#

Sponsoring Program Office:

Duration: Funding M echanism C /WA/A/ |

1. This Specific Action Requires Environmental Data Operations? Circle YES NO
If yes, complete remainder of Form with the OAQPS QA Officer
If no, sign and submit Form and Scope of Work to the OAQPS QA Officer

[11. Quality Assurance Requirements: (projects requiring environmental data operations) Circle

Only answer questions specific to the appropriate funding mechanism as indicated in the Funding
“Funding Mech.” column (C-Contract, WA- Work Assignment, A- Assistance Agreement, |- |AGs) Yes No Mech.
Submission of awritten quality management plan (commitment of the offeror’s management to meet the Yes No C

QA requirements of the scope of work) isto be included in the contract proposal or work plan.

Submission of awritten QA project plan isto beincluded in the proposal  or work plan ! Yesi No ! C/WAJ/A/
A written QA project plan is required as part of the contract/work assignment/project : Yes : No : C/WA/A
Performance on available audit samples or devices shall be required as part of the evaluation criteria Yes No C
An on-site evaluation of proposer’sfacilitieswill be made to ensure that a QA system is operational and Yes: No ! C

exhibits the capability for successful completion of this project

- Technical systems audits are required for pre-award evaluation

- Technical systems audits are required during the project period

QA reports will be required (either progress or final reports) : Yes: No : C/WA/A

V. Determination (projects requiring environmental measurements)

Percentage of technical evaluation points assigned to QA for contract award (contracts only)
%

WAM/Project Manager estimate of percentage of costs allocated to environmental measurements
%

V. Thesignatures below verify that the QA requirements have been established.

QA Officer Date WAM/Project Manager Date

A signed copy of this form must be included with the Request for Proposal(contract), Work Assignment , or Proposal
(assistance agreement/ |AG) when sent to the Contracts Office/Grants Management. A copy must be placed on file with the
Project Officer/Work Assignment Manager

Note: If this specific action requires a QA project plan, be surethisinformation isincluded in the funding
conditions



EXCERPT FROM EPA 1900 CONTRACTS MANAGEMENT MANUAL SECTIONS24AND 2.5

2.4 APPROVALS
All procurement request packages must contain required approvals before the CO may process the action (see Figure 2-2).
25 QUALITY ASSURANCE (QA) REQUIREMENTS

This section sets forth policies and procedures concerning QA reguirements for contractsin excess of the FAR threshold _for " small purchases.”

a Requirement for the QA Review Form.

@ The QA Review Form (Figure 2-3) shall be completed as required below to assure that all environmentally-related measurements which are funded
by EPA or which generate data mandated by EPA are scientifically valid, defensible, and of known precision and accuracy.

2 Each Procurement Request/Order (EPA Form 1900-8), except for incremental funding actions, will be accompanied by a QA Review Form (Figure
2-3) when the acquisition isin excess of the FAR threshold for "small purchases' and isin one of the following cost categories as set forth in the accounting and
object classification structure:

@ 25.32 Programmatic Research and Development Contracts

(b) 25.05 Program Contracts

(© 25.63 Programmatic Occupational Health Monitoring

(d) 26.29 Programmatic Scientific and Technical Laboratory Supplies
(e 31.01 Programmatic Scientific and Technical Equipment

b. Responsibilities.

The PO will obtain asigned and completed QA Review Form from the QA Officer responsible for monitoring the PO's program. |If the QA Officer indicates
on the form that QA requirements are applicable to a procurement and the potential value of the procurement exceeds $500,000, the QA Officer, or designee, shall
be a member of the Technical Evaluation Panel to evaluate QA aspects of the technical proposals. Program Offices will establish proceduresfor QA Officer
review of proposals on procurements of $500,000 or |ess.

NOTE: Figure 2-3, which isreferenced in the following text is the form on the opposite side. It has been reformatted to fit on a single page.

TERMSAND DEFINITIONS

Definitions derived from ANSI/ASQC E4-1995 American National Standard -Specifications and Guidelines for Quality Systems for Environmental Data
Collection and Environmental Technology Programs.

Environmental data operation - work performed to obtain, use, or report information pertaining to environmental processes and conditions.
Environmental data- any measurements or information that describe environmental processes or conditions, or the performance of environmental technology.
Environmental process- manufactured or natural processes that produce discharges to or that impact the ambient environment.

Environmental conditions- the description of a physical medium (e.g. air, water, soil, sediment) or biological system expressed in terms of its physical, chemical,
radiological, or biological characteristics.

QA project plan (QAPP)- A formal document describing in comprehensive detail the necessary QA/ QC, and other technical activities that must be implemented
to ensure the results of the work performed will satisfy the stated performance criteria

Quality management plan (QM P)- aformal document or manual, usually prepared once for an organization, that describes the quality system in terms of the
organizational structure, functional responsibilities of management and staff, lines of authority, and required interfaces for those planning, implementing, and
ng activities conducted.

REGULATIONS AND GUIDANCE

EPA QA/R-1: EPA Quality Systems Requirements for Environmental Programs

EPA QA/R-2: EPA Reguirements for Quality Management Plans

EPA QA/R-5: EPA Reguirements for Quality Assurance Project Plans

EPA QA/G-5: Guidance on Quality Assurance Project Plans

EPA QA/G-6: Guidance on Standard Operating Procedures for Environmental Data Operations

EPA QA/G-8: Guidance on Technical assessments for Environmental Data Operations

EPA QA/G-9: Guidance for the Data Quality Assessment Process

ANSI/ASQC E4-1995 American National Standard -Specifications and Guidelines for Quality Systems for Environmental Data Collection and Environmental
Technology Programs
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Guidance For the Use of The
Quality Assurance Review Form
For Extramural Projects




Date: 10/96
Page 5

Guidance for use of the Quality Assurance Review for Extramural Projects

I ntroduction

The OAQPS QA Review Form isamodification of Figure 2-3inthe Contracts Management Manual (EPA 1900). It
has been revised to encompass work assignments, assistance agreements, and interagency agreements (IAGs). For the
remainder of this document, the term “project” will be used to describe these various funding mechanisms. The intent of
the QA Review Formisto:

» Document that both the QA Officer and the person responsible for the technical aspects of the contract/assistance
agreement have reviewed the project and concur that: 1) the project does/does not contain environmental data
operations (EDOs), and 2) if it does contain EDOs, that appropriate QA activities will beimplemented. A discussion
on EDOs are provided below.

» Provide information for the tracking of all OAQPS EDOs.

» Provide the Work Assignment Manager/ Project Manager, with alist of questions to decide whether various QA
activitieswill be required in the project that would then need to be specified in the procurement package, work
assignment, or assistance agreement special conditions.

» Provide the Contracting Officer/Project Officer with information on QA requirements that need to be included in the
procurement package, work assignment or assistance agreement and to confirm adherence to the terms of the contract.

Environmental data oper ations (Programs)

EPA has developed arevised QA policy and has adopted the  American National Standard- Specifications and
Guidelines for Quality Systems for Environmental Data Collection and Environmental Technology Programs. Thisis
also called ANSI/ASQC E4, or E4 for short. The following definitions from E4 will help to explain the term EDO.

Environmental data operation - work performed to obtain, use, or report information pertaining to environmental
processes and conditions.

Environmental Programs- any work or activities involving the environment including: characterization of environmental
processes and conditions environmental monitoring; environmental research and development; the design, construction
and operation of environmental technologies; and laboratory operations on environmental samples.

Environmental data- any measurements or information that describe environmental processes or conditions, or the
performance of environmental technology.

Environmental process- manufactured or natural processes that produce discharges to or that impact the ambient
environment.

Environmental conditions- the description of a physical medium (e.g. air, water, soil, sediment) or biological system
expressed in terms of its physical, chemical, radiological, or biological characteristics.

By combining the terms environmental programs and environmental data one can get a good sense of an EDO. In
summary, an EDO is any project that includes the acquisition and/or interpretation of environmental data. However, by
this statement, and included in E4 isthe idea that projectsusing _secondary data , meaning that the project is not
acquiring new environmental data, is considered an EDO and will require some degree of QA. Since EPA has not
developed a policy, specific guidance, or regulations on the implementation of secondary data QA processes, OAQPS, at
present, expresses the following statement:

Although the Agency currently recognizes that there should be some level of QA associated with secondary
data, thereis presently no policy, regulation, or guidance to address thisissue. Henceforth, there are
presently no OAQPS requirements for QA of secondary data

Therefore, when a QA Form for a project containing secondary data is submitted to a QA Officer, the QA Officer will
identify the project as an EDO (see Section I1) and will place alabel on the form that includes the above statement. It is
suggested that the person responsible for the technical aspects of the project (e.g., WAM ) will work with the contractor to
develop some manner of assessment of the quality of secondary data used for the project.

To summarize, it is EPA policy that all EPA funded EDOs require the development of a QA project plan. Therefore, a
QA Review Form should accompany any acquisition or assistance agreement that includes EDOs. As indicated in the
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Contracts Manual, any procurement greater than the small purchase threshold requires the submission of a QA Review
Form, regardless of whether EDOs are included in the project.

The intent of this document isto provide additional information to the person attempting to complete this form. It can be
used to improve the decision making process, as well as the quality of the data derived from projects containing EDOs.

Section |

I.  GENERAL INFORMATION
Descriptive Title; ID #

Sponsoring Program Office:
Duration: Funding M echanism C/WA/A/I

This section is used simply to provide information on the procurement for adminstrative purposes. If the QA Form was
misplaced, this information would allow one to find the correct file.

» Descriptive title -Official title used to describe the overall project

» |D#- Thisisthe unique identifier assigned by Contracts or Grants Office for this project. This may/may not be
available at the time of submission but is the best piece of information for tracking purposes.

» Sponsoring Program Office- Funding office (e.g., OAQPS, EMAD, MQAG). It would be appropriate to identify
down to the group level.

» Duration- Length of project

» Funding Mechanism- C= Contract, WA = Work Assignment, A= Assistance Agreement, | =1AG

Section |1

[1. This Specific Action Requires Environmental Data Operations?  Circle

If yes, complete remainder of form and submit signed copy of form to OAQPS QA Officer
If no, sign and submit form and Scope/Statement of Work to the OAQPS QA Officer

This question is used to determine whether the project includes any EDOs. EDOs are the process by which information is
collected on environmental conditions, processes, or the performance of environmental technology. Asindicated on the
Form, by circling YES, the remainder of the Form must be completed. By circling NO, the WAM/Project Manager, as
the Grant/Contracting Offices technical representative, isindicating that no environmental data operations will occur in
this project. The Form would be included in the funding package and be submitted to the QA Officer (QAO). The QAO
has the independent responsibility to ensure that the project does not include EDOs and must therefore review the work
assignment.

Note: At times, activities within a project change and there is a possibility that within the project period, environmental
data operations will be added. It becomes the responsibility of the WAM/Project Manager to adhereto EPA QA
requirements.
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Section |11

[11. Quality Assurance Requirements:. (projects requiring environmental data operations) Circle

Only answer questions specific to the appropriate funding mechanism as indicated in the “ Funding Funding
Mech.” column (C-Contract, WA- Work Assignment, A- Assistance Agreement, |- IAGs) Yes  No Mech
Submission of awritten quality management plan (commitment of the offeror’s management to meet the Yes No C
QrAequi rements of the scope of work) isto beincluded in the contract proposal or work plan.
Submission of awritten QA project planisto be included in the proposal or work plan : Yes : No : C/WA/AI
A written QA project plan is required as part of the contract/work assignment/project : Yes : No : C/WA/A
Performance on available audit samples or devices shall be required as part of the evaluation criteria : Yes : No : C
An on-site evaluation of proposer’sfacilitieswill be made to ensure that a QA system is operational and Yes No C
exhibits the capability for successful completion of this project b oo et
- Technical systems audits are required for pre-award evaluation Y&: _____ NO ___________ C _______
- Technical systems audits are required during the project period Yes No CIWAIA/

QA reports will be required (either progress or final reports) Yes No C/WA/A

Submission of a written quality management plan (commitment of the offeror’s management to meet the QA
requirements of the scope of work) isto be included in the contract proposal  or work plan (Contracts Only)

The quality management plan, previously known asthe QA program plan is defined as:

“ a formal document or manual, usually prepared once for an organization, that describes the quality system
in terms of the organizational structure, functional responsibilities of management and staff, lines of
authority, and required interfaces for those planning, implementing, and assessing activities conducted”

Many environmental contractors have devel oped this type of document. The criteriafor the development of aQMPis
included in “ EPA QA/R-2: EPA Requirements for Quality Management Plans’

Thisquestion refers to whether a quality management plan  will be submitted along with the contract proposal. Itis
advantageous to review this during the technical evaluation phase of a procurement to ascertain the emphasis the proposal
places on quality. However, the procurement package as well as the RFP must indicate that the submission of aQMP is
required.

Submission of a written QA project plan isto be included in the proposal  or work plan (Contracts, Work
Assignments, Assistance Agreements, |AGS)

The QA project plan is the formal document, describing in comprehensive detail, the necessary QA/QC and other
technical activities that must be implemented to ensure the results of the work performed will satisfy the stated
performance criteria. The QA project plan is specific to the EDOs of the proposed project. As stated earlier, QA project
plans are required for every EDO. The criteria for the development of a QA project plan isincluded in “EPA QA/R-5:
EPA Requirements for Quality Assurance Project Plans’ and “EPA QA/G-5: Guidance on Quality Assurance Project
Plans’

This question determines whether the QA project plan will be submitted  along with the proposal/work plan, or will be
allowed to be submitted once the funding for the project is awarded. Depending upon the extent to which EDOs are part
of the project, a contractor/grantee could spend a considerable amount of resources developing a project specific QA
project plan for a project that may not be awarded to that contractor/grantee. However, it is a mechanism that can be used
and is advantageous in the evaluation process. Oftentimes, to avoid unnecessary costs to be incurred by the contractor, a
preliminary QA project plan, which broadly outline the QA/QC activities that must be implemented, is submitted with the
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proposal/work plan with a detailed plan requested prior to the commencement of the work approved by the government.

It should be noted that grants are more flexible than contracts. Grants usually go through some type of pre-proposal stage
where they are evaluated and selected for potential funding (thereby reducing the field and providing some assurance that
the grant will be funded). Once the selections are made, the grantees are then asked for full proposals. At this stage, a
QA project plan could be solicited. New grant regulations (40 CFR parts 30 and 31) have been developed to allow for
some expenditure of funds prior to award of grants. These funds could be used for the development of a QA project plan.
However, these regulations should be confirmed with the grants office.

Performance on available audit samples or devices shall be required as part of the evaluation criteria  (Contracts
Only)

Contracts go through a technical evaluation panel (TEP) process which judge a number of aspects of the potential
contractors. One aspect of the evaluation isthe determination of acceptable performance of the data collection activities.
Reference samples are provided to each potential contractor and are scored. Depending upon how the Scope of Work is
developed, thisscoreisincluded inthe overall scoring of the contractor.

A device could mean a number of things and it is important to include this. Some contractors bid on work without having
the actual measurement device (sampling/analytical equipment) in house. This action should ensure that the technical
evaluation will include an assessment of the devices used in actual project implementation.

An on-site evaluation of proposer’s facilities will be made to ensure that a QA system is operational and exhibits the
capability for successful completion of this project (Contracts Only)

The PO is ultimately responsible for ensuring that the project successfully accomplishes the objective. All efforts should
be made, prior to award, that the best contractor within the competitive range is awarded the contract. The on-site
evaluation is one mechanism that can help to accomplish this. A technical systems audit is usually implemented while the
contractor is performing the data collection activity (see section V). Since the contract has not been awarded, the
contractor may not be implementing any data collection activities similar to the project. Therefore, an on-site evaluation
could be performed with the goal of determining that the contractor has the potential to successfully complete the service.

For example, if the contract was for the analysis of 500 samples a month, an on-site evaluation might determine that the
lab, with only one analysis instrument, has the potential to fail the sample turnaround requirement.

Technical systems audits are required for pre-award evaluation (Contractsonly)

A technical systems audit is defined as a thorough, systematic, on-site, qualitative audit of facilities, equipment,
personnel, training, procedures, record keeping, data validation, data management, and reporting aspects of a system.
Information on audits should be included in the procurement package/specia conditions. This question establishes
whether atechnical systems audit will be performed as a pre-award evaluation. This question is somewhat different then
the question posed above in that this audit would encompass a detailed review of the actual measurement activity.

Technical systemsauditsarerequired during the project period (Contract, Work Assignments, Assistance
Agreements, |AGS)

This question establishes whether technical systems audit will be required during the course of the project period.

QA reportswill be required (either progress or final reports)  (Contracts, Work Assignments, Assistance
Agreements, |AGS)

In most cases, the answer to this question will beyes, and ensuresthat al parties (Grants, Contracts, WAM/Project
Manager, QAO) are aware of the requirement and include it in the procurement package/work assignment/special grant
conditions to ensure potential awardees are cognizant of EPA QA policy . Some organizations designate projects into one
of four categories as developed by EPA Risk Reduction Laboratory . Information on these categories can be found in
“Preparing Perfect Project Plans (EPA/600/9-89/087)". WAMSs/Project Managers may need to consult with the QA

Officer when determining the category for a specific data collection activity. QA reports are not be required for category

4 projects, but can be requested by the WAM/Project Manager.
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Section |V

V. Determination (projects requiring environmental measurements)

Percentage of technical evaluation points assigned to QA for contract award  (contracts only)

WAM/Project Manager estimate of percentage of costs allocated to environmental measurements

Percentage of technical evaluation points assigned to QA for contract award (contracts only)

During the evaluation phase of contracting, a potential contractor can be judged in a number of areas. One areais QA.
This can include the quality of their QA documentation (QA management plan or QA project plan), analysis of reference
samples, on-site evaluations, as well as other criteria. A percentage of the overall score for a contractor should include
“QA points’. The question attempts to find out what percentage will be assigned for QA. The percentage of QA pointsis
usually related to percentage of costs allocated to environmental measurements (i.e., the greater the percentage of
resources related to EDOs, the greater the proportion of points allocated to QA). The technical evaluation scoring is
included in the Request for Proposal and should allocate at least 5% of the total allocated pointsto QA.

WAM/Project Manager estimate of percentage of costs allocated to environmental measurements

The question attemptsto get a“ballpark” ( + 15%) estimate of the percentage of the project that will allocated to
environmental data operations. Thiswould include all costs associated with sampling, analysis, data
reporting/interpretation, and data storage/archive. Thisinformation allows one to determine the extent to which :

» Technical evaluation points would be allotted to QA

» A QA management plan would be required

» The category/detail of QA project plan.

» Funds within the contract are allocated to QA activities.

I mplementation Process

The following figure illustrates the process for completing the QA Form. It isimportant that the WAM bring the Scope of
Work (SOW) or work assignment with the QA Form for the QA Officer to review. The QA Officer is not obliged to
review this information immediately, but is required to complete his’her review within 24 hours.

WAM QAO

1. Filling out the QA Form 2. Reviews SOW/WA

WAM brings completed and Form and signs
Form and SOW/WA to » Form . This information

Seﬁfs ;Oéos;/g”awfe and is logged into QATRACK|.

4. Ensures Form is 3. EnsuresForm is
included retains a copy ‘ included, checks

for files. signatures, retains a copy,
and sends Form to CMD
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Appendix C
QA Project Plan Review Forms

Thefollowing formswill be used to review all QA project plansin which environmental data operationsare
the responsibility of GLNPO. Theseformsarevery similar to review forms used in EPA Regions 10 and 3.



Quality Assurance Project Plan Review

Document Title:

Appendix C
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Revision # ___ QAPjP Category # Funding #
Author: Project Officer:
Date Received: Date Review Requested By:

Major deficiences were found in the following elements:

__Title Page __Analytical Procedures
__Table of Contents __Data Reduction

__Project Description __Internal QC Checks
__Project Organization __Audits

__ QA Objectives __Preventative Maintenance
__Sampling Procedures __Routine Procedures ...
__Sample Custody __Corrective Action
__Calibration Procedures __ QA Reporting

See the attached for discussion comments relative to all elements.

Conclusion/Recommendation

Acceptable __ Acceptable with __ Unacceptable ___

minor revision revise

QA Reviewer: Date:




Appendix C

Revision 0
Date:5/96
Page 3 of 17
1) Title Page with Provision for Approval Signature
&
2) Table of Contents
1A IU NI NA

1) Title Page

Does page include:

1) Title of project

2) Name (s) of principal investigators and affiliation

3) Appropriate approval personnel

4) Appropriate QAPjP category

1) Table of Contents

Does Table include:

1) List of all Plan required elements and appropriate page numbers

2) Include list of Appendices

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:
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3) Project Description

1A U NI NA

Are the following addressed (or referenced), consistently presented,
technically correct.

1) Statement of general objectives (purpose)

2) Dates of start and completion of project and sampling activities (schedulg

3) Overview of project's scope (activities)

4) Specific objectives for this phase of work

5) Background information

5a Description of site

5b Site history

6) Brief statement of intended data uses

*7) Description of sampling network design and rationale

*7a Design of overall monitoring system

*7b Specific location of sampling sites

*7c Justification of overall design

*8) Sample matrices

*9) Sample locations

*10) Parameters to be measured

*11) Frequency of collection

*12) Field and lab measurements

13) Types of samples

14) Will data meet its intended use

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

* Information may be included in this section or in appropriate sampling or laboratory procedure
sections. The questions apply regardless of location.

Comments:



4) Project Organization

1A

NI
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NA

1) Does the Plan identify key people for:

la Overall QA/QC (EPA/extramural)

1b Sampling operations and sampling QC

1c Sample preparation operation and preparation QC

1d Laboratory analyses and laboratory QC

le Data reviews and data review oversight

1f Performance and systems audits (field, prep, and lab)

2) Are phone numbers and addresses included

3) Is line authority for all referenced organizations explained or demonstrated
by including organizational charts

3a Are contractors and subcontractors included in organizational chart

4) Are personnel qualifications included

5) Is the organizational structure appropriate to accomplish the QA objectives
of the project

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:
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5) QA Objectives (DQOSs)
A U NI NA

1) Is there a statement of intended data usage

2) Are the terms and definitions for precision, accuracy, representativeness,
comparability, and completeness properly used and expressed.

3) Are DQOs quantitatively stated for precision, accuracy, and completeness

3a Have measurement quality objectives (MQO) been defined for each matrix
and parameter and at various measurement phases in order to meet DQO]

o | evel of QA effort (frequency of QA)

® Accuracy (matrix spikes, surrogate spikes, standard solutions, PE
samples)

® Precision (duplicates, replicates, analytical splits)

® Detection limits (system, method, instrument)

® Statistical reporting units

3b Are quantitative limits established for each

3c Are objectives presented in table format

3d Is it clear that a distinction has been defined for "total" system variability
and bias and not just looking at laboratory

4) Are representativeness and comparability appropriately addressed

5) Is there an appropriate amount of QA in the system to control and evaluate
the accomplishment of the DQOs.

6) Is the QE/QC sample design presented in a flowchart.

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:



6) Sampling Procedure

1A

U
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NI NA

1) Does the Plan:

la Provide specific guidance for all field work

1b Provide a mechanism for planning and approving site activities

1c Ensure that sampling activities are limited to those that are necessary and
sufficient

1d Provide a common point of reference for all parties to ensure
comparability and compatibility between all activities performed at the
site

2) Are the following elements included:

2a Site background

2b Analytes of interest

2c Sample types

2d Map of locations to be sampled

2e Sample locations and frequency

2f Technique or guideline used to select sites

2g Method summary

2h Sample handling and preservation

2i Interferences

2j Safety

2k Equipment/Material/ Reagents

2| Calibration (see element 7)

2m Procedure

2n Calculations

20 QAIQC

29 References

3) Does the Plan include examples of field labels

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:



7) Sample Custody

NI
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NA

1) Sample collection- Does the Plan address:

la) Field custody procedures

® Transfer of custody and shipment

® Receipt of samples

® Sample handling/preservation until shipping

1b Does Plan include examples of custody tracking forms and shipping
labels

1c Does the plan address specific mode of shipping (express mail,
registered etc.)

2 Does the lab custody procedures:

2a ldentify sample custodian

2b Provide for custody record within lab

2c Explain sample receipt procedures and corrective action measures

2d Specify procedures for sample handling, storage, dispersement for
analyses, and disposal.

3) Does the Plan address final evidence files

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:
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8) Calibration Procedures and Frequency
Note: Information in this section may be included in detail in the field and analytical methods section

but will be checked here to ascertain that it is included in the QAPjP. A table of calibration
techniques, appropriate acceptance criteria, and corrective action should be included in this

section as reference.

1A U NI NA

1) For the field and laboratory:

la Does the Plan include methods/procedures to assure field equipment are

functioning optimally

1b Is schedule/frequency of above included

1c Are equipment logbooks required to record usage, maintenance,
calibration, and repair

1d Does Plan include calibration standards or reagents to be used, their
source and traceability procedures

le Does Plan include documentation requirements for calibration:

® Date (s) of calibration

® Identification of standards used

® Results of calibration (raw data, control charts, summary statistics)

® Corrective action taken

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:



9) Analytical Procedures
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NI NA

1) Are all analytical procedure documented or written as SOPs and included in|
full or by reference for all parameters and include:

la Scope and Application

1b Method summary

1c Sample handling and preservation

1d Interferences

le Safety

1f Equipment/Materials/Reagents

1g Calibration

1h Procedure

1li Calculations

1j QAIQC

1K References

2) Are the criteria of method selection included (comparability to other project
etc.)

3) Are the analytical procedure been approved or equivalent to EPA
procedures

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:
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10) Data Reduction, Validation, and Reporting
IA U NI NA

Reduction

1) Are units specified for all determinations

2) Is raw data saved (where, how)

3) Are equations/procedures used to calculate concentrations included

4) Is the data flow reported

5) QC for data handling reported (backups/frequency)

Verification/Validation

1) How will data be verified as acceptable in a consistent manner

2) What methods are used to treat outliers or unacceptable data

3) Data flagging technigues and definitions

Reporting

1) Is the flow or reporting scheme from collection of raw data through
document storage included.

2) Are the key individuals who will handle or report data identified.

3) Does the plan describe exactly what is reported

Note IA =Included & Acceptable

IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:



11) Internal QC Checks
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NI NA

1) Does the Plan describe procedures for both field and lab

2) Are the protocols used (spikes, blanks splits, etc) described for each
parameter and matrix

3) Are field and lab acceptance or control limits specified for each

4) Is the frequency of the checks described

5) Are corrective actions identified

6) Are internal QC check samples/limits/corrective action reported in table
format

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:



12) Performance and System Audits

1A

U
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NI NA

1) Are audits addressed:

la For field activities

2a For lab activities

2) Does the Plan address who will conduct field and lab audits

3) Does the plan describe what protocol will be used for audits

4) Are audit forms developed

5) Are acceptance criteria defined for lab and field activities

6) Does the Plan describe distribution of audit reports

7) Is a schedule of audits included

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:



13) Preventative Maintenance

1A

U
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NI NA

1) Does the Plan include a maintenance schedule to minimize down time

la For field activities

1b For Lab activities

2) Is a spare parts list available

3) Is a source of spare parts identified

4) Is the source of repair described

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:
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14) Specific Routine Procedures to be Used to Assess Data Precision,
Accuracy, and completeness of Specific Measurement Parameters
Involved

1) Relative to the objectives in Section 5, does the Plan include protocols for
monitoring whether requirements were met

2) Does the Plan include equations used to calculate precision, accuracy, and
completeness

3) Does the Plan describe the methods used to gather information for
precision, accuracy calculations

4) Are the statistical procedures used documented

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:
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15) Corrective Action

1) Does the plan include a scheme to:

la Identify major sources of error

1b Plan and implement correction

1c Document results of process

2) Does the plan include predetermined limits for data acceptability beyond
which corrective action is required

3) Are procedures for corrective action (who initiates, who approves) included

4) Is feedback from systems audits (lab and field ) addressed

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments:



16) Quality Assurance Reports to Management
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NI

1) Does the Plan specify the type (progress, final) and frequency of reporting

2) Does the Plan address:

2a Status of project (time table)

2b Results of performance and systems audits

2c Data quality assessment

2d Significant QA problems and proposed corrective action

2e Changes in QAPjP (methods etc.)

3) Final report and distribution

3a) Contents of final report

Note IA =Included & Acceptable
IU = Included & Unacceptable or Questionable
NI = Not Included
NA = Not Applicable/Necessary

Comments

NA
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